MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis
30 BepecHs 2026 poky Ne 1454

IIpo pep>kaBHY peecTpariiio (mepepeecTpaniio) JiKapcbKHX 3aco0iB (MeJUYHHX
iMyHOOio/10riuHMX MpenapaTiB) Ta BHeCeHHS 3MiH /I0 peecTpaliifHUX MaTepiasiiB

BignosigHo o crarti 9 3akoHy Ykpainu «IIpo sikapceki 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsiaky [nepskaBHOI peecTpatlii (mepepeecTpaliii) JiKapCbKUX 3aco0iB,
3aTBep/KeHoro roctaHoBoo Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poKy
Ne 376 (B pemakiiii roctaHoBu Kabinety MiHicTpiB Ykpainu Big 26 kBitHa 2024
poky Ne 529), a63aily ABafIATh M’STOr0 MAMYHKTY 12 myHKTY 4 ITo/oKeHHS Mpo
MiHicTepcTBO OXOpPOHH 370pOB’s YKpaiHHW, 3aTBeppKeHoro rnocraHoBor KabiHery
MinictpiB Ykpainu Bim 25 Gepesns 2015 poxy Ne 267 (B pefakiiii IOCTaHOBH
Kab6inery MinictpiB Ykpainu Bif 24 ciuas 2020 poky Ne 90), Ha migcTaBi
pe3y/bTaTiB eKCIepTH3 peecTpalfiiHuX MaTepiasiiB TiKapCbKuX 3aco0iB (MeJuYHUX
iMmyHOOio/loriuAMX ~ TperapariB), 10 TIOflaHi Ha [Iep)KaBHY  peeCTpariifo
(mepepeecTpaliito) Ta BHECEHHs 3MiH [0 peeCcTpalilHUX MaTepiaiB, MPOBeJeHUX
Jep>KaBHUM  TIiIMPUEMCTBOM  «Jlep>KaBHUM e€KCHepTHUM LeHTp MiHicTepcTBa
OXOPOHU 37I0pOB’sl YKpaiHW», BUCHOBKIiB 111070 edheKTUBHOCTi, Oe3rmeuyHocTi Ta
AKOCTI, W[OAO0 eKCIIepTHOI OLIHKM CITiBBIJHOIIEHHSI KOPUCTh/PU3UK JIIKAPChKOTO
3aco0y, 1110 TIPOTIOHYETHCS [0 Jep)KaBHOI peecTpallii (repepeectpailii), 1100
BHECEHHsI 3MiH /10 peecTpalliiHiX MaTepialiB Ta peKOMeHZAIlil JiKapchbKoro 3acoby
70 Jep>kKaBHOI peectpailii (repepeectpaiiii) abo BHeCeHHSI 3MiH /0 peecTpaLiiiHuX
MarepiasiB, 110 HaJiUIUM A0 MiHiCTepCTBa OXOPOHU 3[0POB’ST YKpaiHU JINCTOM
Jlep>KaBHOTO TTiANMPUEMCTBA «/lep>KaBHUM eKCIepTHUH 1jeHTp MiHicTepCcTBa OXOPOHU
310poB’a YKpainu» Bif 21 BepecHs 2026 poky Ne 4016/22.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/IOTiuHI TIperapaTy) Ta
BHECTHU ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapChbKUX 3aco0iB 3rifgHO 3 AogaTkoM 1.



2. ITepepeecTpyBaTH JiiKapchKi 3acobu (MeauuHi iMyHOOi0/IOTiuHI TIperapaT)
Ta BHECTH 70 [lep>KaBHOT'O peeCTPy TiKapChKUX 3ac0o0iB 3riHO 3 mOAaTKOM 2.

3. BHecTu 3miHU [0 peecTpalliiHUX MaTepiaiB Ha JIiKapchKi 3acobu (MeauuHi
iMmyHoOiosoriuni miperiapatu) Ta [lepKaBHOTO PEECTPY JiKapChbKUX 3aco0iB 3TifHO 3
JI0IaTKOM 3.

4. BigmMoBUTH y Jep)kaBHiNl peecTpariii/mepepeectpariii giKapcbKUx 3aco0iB
(MeguuHMX iMyHOOIOJIOTIUHMX TIperapariB) Ta BHECEHHiI 3MiH [0 peeCcTpaLiiHUX
MaTepiasiB Ta [Jep>kaBHOT0 peecTpy JliKapChbKUX 3aCc00iB 3TiJHO 3 10IaTKOM 4.

5. dapmatieeTuHoMy yripaBiiHHIO (Onekcanapy I'pitjeHKy) 3a0e3reunTH
OTIPU/TFOJHEHHST 1[bOTO HakKa3dy Ha odiliiiHoMy BeOcaiiTi MiHicTepcTBa OXOpOHH
3[0pOB’d YKpaiHu.

6. KOHTpOJIb 32 BUKOHAaHHAM 1[bOI'0 HaKasy IOK/IaCTH Ha 3acTyIHWKa MiHicTpa

€BreHis ['oHuapa.

MiHuicTp BikTop JISAIIIKO



Joaarok 1

A0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’s Ykpainu «IIpo aep)xaBHY
peecTpaniio (mepepeecrpari) JiKapCcbKHX
3aco0iB (MegUYHHNX iIMyHOOi0/TOrTUHHX
npenapariB) Ta BHeCeHHsI 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Bif_30 BepecHs 2026 poky Ne 1454

ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEINYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), fIKI
BHOCATDBCHA JO AEP)KABHOI'O PEECTPY JIIKAPCBbKHUX 3ACOBIB

Ne Hassa MixxHapoo Ha3ssa Koo Popma sUnycKy 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JNliKapcbKO20 Ha diroyoi ATX (nikapcbka popma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs peecmpayitiHo20
3acoby HerlameH | pe4osu ynakoska) uka nocsio4yeHHs
mosaHa HU
Hassa*
1. | ADENb® A tamsulosin | gytacte | G04C kancynu Teepgi, 0,5 AT YkpaiHa BMPOGHMLTBO IcnaHis/ | peecTpauis Ha 5 3a He UA/21460/01/01
DPAPMAK and pua, A52 mr/0,4 mr; no 30 "papmak” iHTepmMepgjaTy PymyHis pokiB peyenmom nionsieae
dutasterid | Tamcyno Kancyn y hnakoHi, (ayTactepugy M'ski
e 3UHY no 1 chnakoHy B XenaTuHOBI Kancysnu), IHCTpyKUis ana
rigpoxno nauui BUPOBHMULTBO MeauyHoro
pua NiKapcbKoro 3acooby; 3aCTOCYBaHHS

nepBuHHE Ta BTOPUHHE
nakyBaHHS!, KOHTPO b
(XiMiyHWA/di3nYHNIA) i

NiKapcbKoro
3acoby (eCTD
Bepcis 0006 )

BUNYCK cepii: Tekct
JNTABOPATOPIOC JNEOH MapKyBaHHS
®APMA C.A., IcnaHis; ynakoBKU

BMPOGHMLTBO
iHTepmepgjaTy (nenetu
MoamnhikoBaHoro

NiKapcbKoro
3acoby (eCTD
Bepcis 0006)

BUBINIbHEHHS MeToam
Tamcy/i03uHy): KOHTPOJIIO SIKOCTI
3EHTIBA C.A., PymyHis; nikapcbkoro
BMPOGHMLTBO 3acoby (eCTD
iHTepmepgjaTy (nenetu Bepcis 0011)
MoamndhikoBaHoro 3BiT 3rigHo 3

BUBINIbHEHHSA
Tamcy/nio3uHy),
nepBUHHE Ta BTOPUHHE
nakyBaHHS NiKapCbKoro

[opatkom 29 go

Mopsiaky (eCTD
Bepcis 0007)
3BIT 3rigHO 3

3acoby: Hopatkom 30 go
NNABOPATOPIOC Mopsaaky (eCTD
NNIKOHCA C.A., IcnaHis; Bepcis 0007)
MiKpO6ioIorivHMiA MnaH
KOHTPO/b: ynpaBniHHA

JTABOPATOPIO

pusnKkamu
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ITpojoBxxeHHs1 fojaTka 1
Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Hassa*
EUEBAPHE, C.A,, Bepcia 3
Icnanis; norogxeHa
XiMiYHWI | Pi3nyHWi (eCTD
KOHTPO/b: nocnifgoBHICTb
dYHOACBLOH Ne 0003).
TEKHANIA PICEPY MepiognyHicTb
EHJ, IHHOBEWLLIH, noJaHHs
Icnaris; perynsapHo
XiMiYHWI / i3nyHWA Ta OHOB/IHOBAHOIO
MiKpO6ioIoriuHMiA 3BiTY 3 6e3neku,
KOHTPO/b: BiAMNOBIAHO A0
HET®APMAIAB Mopaaky
KOHCANTIHF 3[jiiCHEHHS
CEPBICES3, IcnaHis; thapmakoHarnsg,
BTOPWHHE MaKyBaHHS: Y,
ATAIC ®APMA, C.J1., 3aTBeEpPAXEHOro
Icnanis; Haka3om
BTOPVHHE MaKyBaHHS: MiHicTepcTBa
MAHAHTIANb IHTETPA OXOPOHN
C.J1., IcnaHis 3[,0p0B’sA
Ykpainu Big 27
rpyaHsa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTsi
rocTuuii Ykpainm
29 ciuna 2007
poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHU
3[0p0B'A
Ykpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBUTb:
3rigHo 3i
cTpokamu,
3a3HayveHIMn y
nepioguyHocCTi
nofaHHa
perynsipHux
3BITIB 3 6e3neku.
2. | KETOPO/AK ketorolac KeTopon - KpucTanivyHmi AT YkpaiHa BACYOXA ®APMA YEM IHAis peecTpauis Ha 5 - He UA/21461/01/01
Yy aky NOPOLLIOK "®Papmak” NIMITEQ pokiB nionsz2ae
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ITpojoBxxeHHs1 fojaTka 1
Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Hassa*
TPOMETAMO TpomeTa (cybeTaHuin) y
n Mon noABiliHMX Mpoekt MKA
(KETOPONAK nosieTuIeHoBKX (Bepcis
y MilLKkax ans [OKyMeHTa
TPOMETAMI thapmaueBTUYHOro 0002)
H) 3aCTOCYyBaHHSA
3. | MENEHAM meropene | mepone - NOpPOLLIOK ANA MAT Ykpaiva BMPOGHMLITBO ITanisa peecTpadist Ha 5 - He UA/21462/01/01
m HeMm po3unHy sl iH'ekyin | "Kuismean CTEPW/IbHOT CyMiLLi, pokKiB nidnseae
Ta iHy3iino 0,5ry penapart" KOHTPO/1b SAKOCTI:
dhnakoHi; in bulk: no EliCiEc JOB®AP Pestome nnaHy
190 chnakoHiB y C.N.A., ITanis; yNpaB/liHHA
Kopob6uj; in bulk: no nepBrHHE NakKyBaHHS, pu3nkammn
176 chnakoHiB y KOHTPO/Ib AKOCTi Ta Bepcis 0.2
KOpOoo6Li BMNYCK cepii: [0Ja€EThCS.
ENCiEc JOBOAP MepiognyHicTb
C.N.A., ITanisa nofgaHHa
perynsipHo
OHOB/1I0BAHOI0

3BiTYy 3 6e3neku,
BiAMOBIAHO A0
Mopsaky
3[jiiCHEHHS
chapmakoHarnsag,
Y
3aTBEPKEHOTO
Haka3om
MiHicTepcTBa
OXOPOHMU
340poB’A
Ykpaiuu Big 27
rpyaHa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTBi
HCTULT YKpaiHn
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU
3[0p0B'A
Ykpainu Bif 26
BepecHs 2016
poky Ne 996),

CTaHOBUTb:
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ITpojoBxxeHHs1 fojaTka 1
Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Ha3sa*
3rigHo 3i
cTpokamu,
3a3HaveHIMn y
nepiognyHocTi
noAaHHsa
perynsipHux
3BITIB 3 6e3neKu.
4. | MENEHAM meropene | mepone - NOPOLLIOK A/15 NAT Ykpaina BMPOBHMLTBO ITanis peecTpauis Ha 5 - He UA/21462/01/02
m Hem PO3uunHy ans iH'ekuin | "Kuismegn CTepW/IbHOT CyMiLLi, pokKiB niosisieae
Ta iHdysinno 1,0ry penapart" KOHTPO/1b AKOCTI:
dhnakoHi; in bulk: no EnCiEc JOBOAP Pestome nnaHy
190 dpnakoHiB y C.N.A., ITanis; ynpaBs/iiHHA
Kopo6uj; in bulk: no nepBrHHE NakKyBaHHS, pusnkammn
176 chnakoHiB y KOHTPO/Tb SIKOCTi Ta Bepcis 0.2
Kopoo6Li BUNYCK cepi: OoJaeTbes.
EliCiEc JOB®AP MepiognyHicTb
C.N.A., lItanis nofaHHs
perynspHo
OHOB/IIOBAHOIO

3BiTYy 3 6e3neku,
BignoBsigHoO Ao
Mopsaky
3[iACHEHHS
thapmakoHarnag,
Ys
3aTBEPAKEHOTO
Haka3oM
MinicTepcTBa
OXOPOHU
3/0poB’a
Ykpainu Big 27
rpyaHsa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTsi
HOCTULT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU
340p0B'A
YKkpainu Big 26
BepecHs 2016
poky Ne 996),
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ITpojoBxxeHHs1 fojaTka 1
Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Ha3sa*
CTaHOBUTb:
3rigHo 3i
cTpokamu,
3a3HayveHIMn y
nepioguyHocCTi
nofaHHa
perynsipHux
3BITIB 3 6e3neku.
5. | MENEHAM meropene | mepone JO1DH | nopolwuok gns MNAT YkpaiHa NAT YkpaiHa peecTpauia Ha 3a He UA/21463/01/01
m HeM 02 PO34nHy Ana iH'ekuiin | "KuiBmean "KuiBmegnpenapar” 5pokis peyenmom nionszae
Ta iHcy3ii no 0,51y penapart" (Bnpo6HuuTtBO 3
thnakoHi; no 1 a6o npoaykuii in bulk dpipmu- Pestome MNyP
no 10 chnakoHis B BMpPOo6HMKa ENCIEc Bepcis 0.2
nauuj LOOBDAP C.M.A,, ITanis: [0Ja€EThCS.
BTOPWHHE MakKyBaHHS, MepiognyHICTb
KOHTPO/Ib AKOCTI, BUMYCK noAaHHsA
cepii) perynsipHo
OHOB/1I0BAHOI0

3BiTYy 3 6e3neku,
BiAMOBIAHO A0
Mopsaky
3[jiiCHEHHS
chapmakoHarnsag,
Y
3aTBEPKEHOTO
Haka3om
MiHicTepcTBa
OXOPOHMU
340poB’A
Ykpaiuu Big 27
rpyaHa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTBi
HCTULT YKpaiHn
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU
3[0p0B'A
Ykpainu Bif 26
BepecHs 2016
poky Ne 996),
CTAHOBWTL:!
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Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Ha3sa*
3rigHo 3i
cTpokamu,
3a3HaveHIMn y
nepiognyHocTi
nofaHHs
perynsipHux
3BITIB 3 6e3neku
6. | MENEHAM meropene | mepone JO1DH | nopotluok gns NAT Ykpaina NAT YkpaiHa peecTpauis Ha 3a He UA/21463/01/02
m Hem 02 pO3uunHy ans iH'ekuin | "Kuismegn "Kuismegnpenapar” 5pokis peyenmom niosisieae
Ta iHdysinno 1,0ry penapart" (Bupo6HULTBO 3
hnakoHi; no 1 abo npoaykuii in bulk chipmu- Pestome MNYyP
no 10 chnakoHis B BMpo6HUMKa ENCIEc Bepcis 0.2
naJi NOB®AP C.MN.A,, ITanis: [OJa€EThLCSA.
BTOPVHHE NaKyBaHHS, MepiognyHiCTb
KOHTPO/Tb SKOCTI, BUNYCK nofaHHa
cepii) perynsipHo
OHOB/1H0BAHOTO

3BiTYy 3 6e3neku,
BiANOBIAHO A0
Mopsaky
3[iliCHEHHS
hapmakoHarnag,
Y,
3aTBEPAKEHOrO
Haka3om
MiHicTepcTBa
OXOPOHU
3/l0poB’A
Ykpainu Big 27
rpyaHa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuHa 2007
poKy 3a Ne
73/13340 (y
pegakuii Hakasy
MinicTepcTBa
OXOPOHMU
3[0p0oB'A
Ykpaiuu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb:
3rigHo 3i
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ITpojoBxxeHHs1 fojaTka 1
Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3aco6y HenameH | pe4yosu ynaKoska) uKa nocsio4yeHHs
mosaHa HU
Ha3sa*
cTpokamu,
3a3HaveHMn y
nepiognNYHoOCTI
nofaHHs
perynsipHux
3BITiB 3 6e3nekn
7. | HIPYPOKCAS3 | nifuroxazid | Hicoypok | AO7A TabneTku, BKpUTI TOB YkpaiHa TOB "TepHodhapm” YkpaiHa | peecTpauis Ha 5 3a He UA/21464/01/01
na e casng X03 NNiBKOBOKO "TepHodha pokKiB peyenmom nidnseae
o060n0HkKot, no 200 pm"

mr, no 10 TabneTok
y 6nicTtepi; no 1
6nicTepy y navuyj 3
KapTOHY

Pestome nnaHy
yNpaB/liHHA
pu3nkamm
Bepcia 0.2
[0Ja€eTbCA.
MepiognyHicTb
noAaHHsA
perynsipHo
OHOB/1I0BAHOI0
3BiTYy 3 6e3neku,
BiAMOBIAHO A0
Mopsaky
3[jiiCHEHHS
thapmakoHarnag,
Y
3aTBEPKEHOTO
Haka3om
MiHicTepcTBa
OXOPOHMU
340poB’A
Ykpaiuu Big 27
rpyaHa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTBi
HCTULT YKpaiHn
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU
3[0p0B'A
Ykpainu Bif 26
BepecHs 2016
poky Ne 996),
CTAHOBWTL:!
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Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Ha3sa*
3rigHo 3i
cTpokamu,
3a3HaveHIMn y
nepiognyHocTi
noAaHHsa
perynsipHux
3BITIB 3 6e3neKu.
8. | MIKPEN alpelisib annenici | LO1E TabneTkn, BKPUTI HoBapTic LBeliyapi | Bupo6HMUTBO, KOHTpONb | LUBeiua | peecTpauisi Ha 5 3a He UA/21465/01/01
6 MO03 NNiBKOBOKO dapma Al a AKOCTI: pis/ pokKiB peyenmom niosisieae
060/10HKOI0, NO 150 HoBapTic ®apma LWTeliH | CnoseHi
Mmr; 28 TabneTok: no Al Weeiiuapis; s/ Pestome nnaHy
14 TabneTok y lMepBuHHE Ta BTOPUHHE PymyHis ynpaBs/iiHHA
6nicTep-kapTi, no 2 nakyBaHHs, BUMYCK cepil: pusnkammn
6nicTep-kapTn y HoBapTic Bepcis 9.0
Kopobuy; 56 dapmMacbloTUKas [oJaeTbes.
Tabnetok: no 14 MaHyhakTtypiHr JINC, MepiognyHicTb
TabneTtok y 6nictep- CnoBeHis; nofaHHs
KapTi, no 4 6nictep- KOHTpO/b SIKOCTI: perynspHo
KapTu y Kopobui Hosapric OHOB/NIOBaHOroO
dapmacbloTukanc 3BiTYy 3 6e3neku,
C.P.J1., PymyHia BignoBsigHoO Ao

Mopsaky
3[iACHEHHS
thapmakoHarnag,
Ys
3aTBEPPKEHOrO
Haka3om
MinicTepcTBa
OXOPOHU
3/0poB’a
Ykpainu Big 27
rpyaHsa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTsi
HOCTULT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU
340p0B'A
YKkpainu Big 26
BepecHs 2016
poky Ne 996),
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Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Ha3sa*
CTaHOBUTb:
3rigHo 3i
cTpokamu,
3a3HayveHIMn y
nepioguyHocCTi
nofaHHa
perynsipHux
3BITIB 3 6e3neku.
9. | MIKPEN alpelisib annenici | LO1E TabneTku, BKpUTI HosapTic LBeiuapi | BupobHMUTBO, KOHTpONb | LUBeliua | peecTpauis Ha 5 3a He UA/21465/01/02
6 MO03 nNiBKOBOKO Papma Al | AKOCTI: pisi/ pokiB peyenmom nionsieae
060/10HKOH0, Mo 200 HoBapTic ®apma LWTeliH | CnoBeHi
Mr; 14 TabneTok: no Al, WBeiiuapis; al Pestome nnany
14 TabneTok y [MepBUHHE Ta BTOPUHHE PymyHis ynpasiHHA
6nictep-kapTi, no 1 nakyBaHHs, BUMYCK cepii: pu3nKamm
6nicTep-kapTi y HosapTic Bepcis 9.0
Kopoo6Li; dapmacbioTuka [oJaeTbes.
28 Tabnetok: no 14 MaHydaktypinr JINC, MepiognyHiCTb
TabneTtok y 6nictep- CnoseHis; nojaHHsa
KapTi, no 2 6nictep- KOHTpO/b SIKOCTI: perynapHo
KapTn y KOpooUj HoBapTic OHOB/IOBAHOIO
dapmacbloTuKanc 3BITYy 3 6e3neku,
C.P.J1., PymyHist BiANOBIAHO A0

Mopsaky
3[ilACHEHHS
hapmakoHarnag,
Y,
3aTBEPAKEHOrO
Haka3om
MiHicTepcTBa
OXOPOHU
3/l0poB’A
Ykpainu Big 27
rpyaHa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuHa 2007
poKy 3a Ne
73/13340 (y
pegakuii Hakasy
MiHicTepcTBa
OXOPOHMU
3[0p0oB'A
Ykpaiuu Big 26
BepecHs 2016
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Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Ha3sa*
poky Ne 996),
CTaHOBWUTL:
3rigHo 3i
cTpokamu,
3a3HavYeHMUN y
nepiognNYHoOCTI
nofaHHa
perynsapHux
3BITIB 3 6e3MeKu.
10. | NMIKPEN alpelisib annenici | LO1E TabneTku, BKpUTI Hosapric LBeliuapi | Bupo6bHULTBO, KOHTPONb | LlBeliua | peecTpauis Ha 5 3a He UA/21466/01/01
6 MO03 NNiBKOBOKO dapmva Al A SIKOCTI: pisi/ pokKiB peyenmom nidnseae
o60noHkot, no 200 HoBaprTic ®apma LWTteitH | CroBeHi
Mmr Ta no 50 mr; 28 AT, LWBeliyapis; al Pestome nnaHy
Tabnetok (14 [MepBUHHE Ta BTOPVIHHE PymyHis yNpaB/liHHA
TabneTtok no 50 mr nakyBaHHS, BUNYCK cepii: pu3nkamm
Ta 14 TabneTok no HosapTic Bepcia 9.0
200 mr): no 7 PapmacboTuKas [OOA€ETbCA.
TabneTok MaHydaktypiHr JINC, MepiognyHicTb
[03yBaHHAM 50 mMr CnoBeHis; nogaHHA
Ta no 7 TabneTok KOHTpPO/b SIKOCTI: perynsipHo
[o3yBaHHAM 200 mr HosapTic OHOB/NIOBAHOIO
y 6nictep-kapTi, no 2 dapmacbloTUKanc 3BITY 3 6e3neku,
6nicTep-kapTn y C.P.J1., PymyHis BiAMNOBIAHO A0

Kopob6Li; 56
Tabnetok (28
Tabnetok no 50 mr
Ta 28 TabneTok no
200 mr): no 7
TabneTok
[03yBaHHAM 50 Mr
Tano 7 tabnetok
[03yBaHHAM 200 mr
y 6nictep-kapTi, no 4
6nictep-kapTn y
KOpOoo6Li

Mopsaky
3[jiiCHEHHS
thapmakoHarnag,
Y
3aTBEPKEHOTO
Haka3om
MinicTepcTBa
OXOPOHMU
340poB’A
Ykpaiuu Big 27
rpyaHa 2006
poky Ne 898,
3apeecTposaHor
0 B MiHicTepcTBi
HCTULT YKpaiHn
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MinicTepcTBa
OXOPOHM
3[0p0B'Aa
Ykpainu Bif 26
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ITpojoBxxeHHs1 fojaTka 1
Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocsioyeHHs1
mosaHa HU
Ha3sa*
BepecHsa 2016
poky Ne 996),
CTaHOBUTb:
3rigHo 3i
cTpokamu,
3a3HaveHIMn y
nepiognyHocTi
nofaHHs
perynsipHux
3BITIB 3 6e3neKu.
11. | ®IBrAN fenofibrate | dpeHodi C10A TabneTkn, BKPUTI Aypo6iHa0 IHais Aypo6iHgo dapma IHgis peecTpauis Ha 5 3a He UA/21467/01/01
6pat BO5 NNiBKOBOKO Papma Nimiteq, pokiB peyenmom niosisieae
060/10HKOI0, NO 145 nTp

mr, no 10 TabneTok
y 6nicTepi, no 10
6nictepiB y
KapTOHHiIn kKopobu,i

Pestome nnany
ynpaBs/iiHHA
pv3viKkamu
Bepcia 1.1
[oJaeTbes.
MepiognyHicTb
nofaHHs
perynspHo
OHOB/IIOBAHOIO
3BiTYy 3 6e3neku,
BignoBigHoO Ao
Mopsaky
3[iiCHEHHS
thapmakoHarnag,
Ys
3aTBEPKEHOrO
Haka3om
MiHicTepcTBa
OXOPOHU
3[0poB’A
Ykpainu Big 27
rpyaHsa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTsi
HOCTULT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU
3/10p0B'a
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ITpojoBxxeHHs1 fojaTka 1
Ne Hassa MixHapod Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky aHHs1 peecmpayiliHo2o
3acoby HenameH | pe4yosu ynakoska) ukKa nocgioYeHHs1
mosaHa HU
Ha3sa*
YKkpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBUTb:
3rigHo 3i
cTpokamu,

3a3HayveHIMn y
nepioguyHocCTi

HavanbHUK
dapMaueBTUYHOro yrnpasJiHHA

Onekcangp NPILEHKO

nofaHHa
perynsipHux
3BITiB 3 6e3nekn
* gidnosioHo do iHghopmayii ogiyitiHozo calimy Lienmpy BOO3 no cnisrpayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Moaarok 2

Ao Haka3y MiHicTepcTBa 0X0poOHHI

3/10poB’s YKpainu «IIpo fep>xaBHY
peecTpaniio (mepepeecTpaniio) JiKapcbKHUX
3aco6iB (MeguHNX iIMyHOGi0/TOriUHUX

npenapariB) Ta BHeCeHHsI 3MiH i0

peecTpaniiHiX MaTepiatiB»

Big 30 BepecHs 2026 poky Ne 1454

Ne Hassa MixHap Hassa Koo Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi | ATX (nikapcbka 3as1BHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
3acoby Hename | pe4yosBu c¢hopma, a uKa 20
HmMosaH HU ynakoska) nocsioyeHHs1
a
Ha3sa*
1. | AHFENNTOH® adenosi ageHosn | CO1 | tabnetkm no 20 TOB YkpaiHa TOB YkpaiHa nepepeecTpawis Ha HeobMeXxeHwul 6e3 nionsieae UA/18594/01/01
ne H-5'- EB1 | wr;no 10 "®apmaue "papmaueBTNYH TEPMIH peyenma
Tpudgoc 0 Tabnetoky BTUYHA a KoMnaHis
chaTorict 6nicTepi; no 3 abo KOMnaHis "®apKoC" OHOBEHO iHGhopMaL,ito B iIHCTPYKLIT
namHato 4 6nictepu B "®apKoC" AN MeANYHOro 3aCTOCYBaHHA
- KOpooLi niKkapcbKoro 3acoby y po3ginax
marHito(l "®GapmakoTeparnesTuyHa rpyna. Kog,
1) ATX" (yTOYHEHHS Ha3BM 3rigHO
Tpukasie MiXXHapOAHOro knacudikaropa
BY Ciflb BOO3 6e3 3miHu kogy ATX),"Mo6iyHi
oKTariap peakuji" BignoBigHO A0 maTepianis
ar peecTpaLjiiHoro Aocbe.

Pestome nnaHy ynpasniHHA
pusmkamu Bepcisa 2.1 gofaeTbes.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuiil YkpaiHm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVIMU Y NepioANYHOCTI
noJlaHHsA perynspHuxX 3BiTiB 3
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi | ATX (nikapcbka 3asiBHUK BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby Hename | pe4osu c¢hopma, a uka 20
HmMosaH HU yrnakoska) nocsioyeHHs1
a
Ha3sa*
6esneku.
2. | AHFENNOH® adenosi ageHo3n | CO1 | Tabnetkm 3i TOB YkpaiHa TOB YkpaiHa MepepeecTpauis Ha HeobMeXeHUiA bes niossieae UA/19051/01/02
ne H-5'- EB1 | cmakom MeHTo/y "®apmave "papmaLeBTNYH TEPMiH. peyenma
Tpudoc 0 no 20 wr; no 10 BTUYHA a KoMnaHis
charorict Tabnetok y KOMnaHis "®apKoC" OHOB/IEHO iHGhopMaLito B iIHCTPYKLT
nanHaTo 6nictepi; no 3 abo "®apKoC" 415 MEAVYHOTO 3aCTOCYBaHHSA
- 4 6nictepn B NiKapcbKoro 3acoby y po3gisiax
marHito(l KOpoo6Li "papmakoTepanesTuyHa rpyna. Kog,
1) ATX" (YyTOYHEHHA Ha3BW 3rifHO
TpuKasiie MiXXHapOAHOro kracucikaropa
BY Ciflb BOO3 6e3 3miHu kogy ATX),"MNo6iuHi
oKTarigp peakuji" BignoBsigHO A0 MaTepianis
ar peecTpavuiiniHoOro JochbeE.
Pestome nnaHy ynpas/iHHA
pusmkamm Bepcisa 2.1 gogaeTbes.
MepiognYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BigNoBigHO A0 MopaakKy 34iMCHEHHS
dhapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa 0XOPOHU
3[10pOB’sA YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLil YkpaiHm 29
ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Bif, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHMU y NepioAnNYHOCTI
NOAaHHS PeryssipHuX 3BiTiB 3
6e3neku.
3. | BIOTEBA/N biotin 6iOTVH A1l | Tabnetkm no 10 dapmaueB | Monbwa | PapmauesTuuHn | MonbLia MepepeecTpauisi Ha HEOBMEXeHUIA 6e3 nionsieae UA/18951/01/02
HAQO | wr; no 15 TUYHWIA  3aBof TEPMIH peyenma
5 Tabnetok y 3aBo[, “TMOJNIb®APMA”
6nicTepi; no 2, 4 “TIONIb®A C.A. OHOBEHO iHGhopMaL,ito B iIHCTPYKLT
abo 6 6nictepiB y PMA” C.A. ANA MeAnYHOro 3acToCyBaHHS
KapTOHHii nikapcbKoro 3acoby y po3ginax
Kopobui; no 20 "®apmMakosioriyHi BnactueocTi”,
TabneToky "Cnocib 3acTocyBaHHs Ta gosun”,
6nicTepi; no 6 "Mo6iuHi peakwii" BignoBigHO A0
6nicTepis y matepianis peecTpaLiiHoro Jocbe.
KapTOHHI Kopo6Li
Pestome nnaHy ynpasniHHA
pusnkamu Bepcia 1.1 gogaeTbes.
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi | ATX (nikapcbka 3asiBHUK BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby Hename | pe4osu c¢hopma, a uka 20
HmMosaH HU yrnakoska) nocsioyeHHs1
a
Hassa*
MepioanyHiCTb NOAAHHA PerynsipHO
OHOBJ/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
3[10pOB'A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuil YkpaiHm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
4. | TENAMETIOH | ademeti S- A16 | niodpinizar gns TOB YkpaiHa BMPOGHMLITBO YkpaiHa MepepeecTpauis Ha HeobMeXeHUiA 3a He UA/18995/01/01
® onine afeHo3n | AAO | posuuHy ans "APTEPIY PO3UNHHYMKA: TEPMiH. peyenmom | nidsns2ae
n-L- 2 iH'ekujn no 500 wr, MnTh" MAT
METIOHIH no 5 cpnakoHis 3 "Tanuudapm” Pestome nnaHy ynpas/iHHA
yl4 niogpinizaTom y YKkpaiHa,; pusnkamu Bepcia 1.2 fofaeTbes.
6yTaHam KOMMNEKTi 3 5 BMPOBGHULITBO MepioAnyHICTb MOAAHHS PErYNSIPHO
cynbgo amnynamu niocpinisaty, OHOBJ/IKOBAHOTO 3BiTYy 3 6e3neku,
HaT (y PO34MHHKKa No 5 BUMYCK cepil BifNOBIAHO 0 MOpPsAAKY 34iNCHEHHS
nepepax MJ/1 B KOHTYPHilA roToBOro hapMakoHarnsgy, 3aTtBepmKeHni
yBaHHi YapyHKOBIl NiKapcbkoro Hakazom MO3 YkpaiHu Bif
Ha ynakosLj; no 1 3acoby: 27.12.2006 Ne 898 (3i 3miHamu),
agemerTi KOHTYPHIli MAT CTaHOBWTb: 3riAHO 3i CTPOKaMu,
OHiHYy YapyHKOBIl "KuiBmegnpenap 3a3HavyeHVMn y NepioguyHoCTI
KaTioH) ynakoBLji B nauvwyi ar”, NOAAHHSA PerynsapHuX 3BiTis 3
YkpaiHa 6e3neku.
5. | IK3UM cefixime | uedpiken | JO1 TabneTku, BKPUTI Ckali Ob6'egHa CeHc IHais MepepeecTpauis Ha HeObMeXeHUIA 3a He UA/19050/01/01
My DDO | nniBkoBotO Papma Hi Na6opaTtopic TEPMIH. peyenmom | nidns2ae
Tpurigpa | 8 060/10HKO10, NO B3-TOB Apabcbk Met. NiTg,.
T 400 wmr; no 10 i OHOB/IEHO iHGhopMaLito B IHCTPYKLT
Tabnetoky Emipatn 4151 MeAVYHOrO 3aCTOCYBaHHA
6nicTepi, no 1 nikapcbKoro 3acoby B po3ginax:
6nictepy B "®apmakoTepanesTuyHa rpyna. Kog
KapTOHHIlA ATX" (yTO4YHEHO Ha3By
ynaKkoBLi hapmakoTepaneBTMYHOI rpynu 6e3
3MiHu Kogy ATX), "OcobamBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta gosun",
"Mepepo3yBaHHs", "IMo6i4HI peakuji”
BiANOBIAHO 10 OHOBMEHOT
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi | ATX (nikapcbka 3asiBHUK BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby Hename | pe4osu c¢hopma, a uka 20
HmMosaH HU yrnakoska) nocsioyeHHs1
a
Hassa*
iHhopMmawii 3 6e3nekun 3acToCcyBaHHs
Ait040T PeYOBMHU, & TaKOX B pO3ain
"Mo6iYHI peakuii" WoA0 BaX/IMBOCTI
3BITYBaHHS NpO Nigo3ptoBaHi NobiyHi
peakuji.
Pestome nnaHy ynpasniHHA
pv3nkamm Bepcis 1.2 foaaeTbes.
MepiognYHICTb NOAAHHS PerynsipHo
OHOB/IKOBAHOTO 3BITY 3 6e3neku,
BiANoOBiAHO A0 Mopsaaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLi YkpaiHn 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HayYeHVMU Y NepioanYHOCTI
NoAaHHSA perynsipHux 3BiTiB 3
6esneku.
6. | MIHOKCNan minoxidil | miHoKcK - NMOPOLLIOK nn YkpaiHa BIMN Kemikan3 IHais MepepeecTpauis Ha HeOOMEXeHNI - He UA/18568/01/01
n onn (cybcTaHuis) B "MEOEO" MeT. N14. TepMiH niossieae
nonieTuneHoBmx
naketax gns
thapmaLeBTUYHOro
3aCTOCYBaHHs
7. | NAHTEHON- dexpant | gekcnaH | DO3 | nmiHa HawkipHa, 50 | TOBAPWUC | YkpaiHa | TOBAPWCTBO YkpaiHa MepepeecTpauis Ha HeobMeXeHui 3a nionsi2ae UA/19009/02/01
340POB'A henol TeHon AXO0 | wmr/r; no 58,5 r abo TBO 3 3 TepMiH peyenmom
AEPO30/1b 3 no117,0ry OBMEXE OBMEXXEHOKO
6as10Hi 3 HOKO BIANOBIAANBH OHOBEHO iHhopMaL,ito B iIHCTPYKLT
KnanaHom- BIAMOBIA ICTHO AN MeAnYHOro 3acTocyBaHHs
Hacocom, ANBHICT «KOPTMOPALIA nikapcbKoro 3acoby y po3gini
HacagfKoto- 10] «30POB’A» "Mo6iyHi peakwyi" LWOA0 BAXINBOCTI
posnunoBayem Ta | «KOPIMOP 3BiTyBaHHSA NPo NoGiYHI peakwji.
3aXUCHUM AUIA
KoBMaykom; no 1 «300POB Pestome nnaHy ynpasniHHA
6a10Hy y KOpo6Li "A» pu3nkamm Bepcia 1.1 goaaeTbes.
3 KapToHYy MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepkeHoro
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi | ATX (nikapcbka 3asiBHUK BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby Hename | pe4osu c¢hopma, a uka 20
HmMosaH HU yrnakoska) nocsioyeHHs1
a
Ha3sa*
Haka3oM MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HayYeHVMU Y NepioanYHOCTI
NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
8. | CAHLUERA - ceftazidi | uedprtasmn | JO1 NOPOLLIOK A5 CeHc IHgis CeHc IHais MepepeecTpauis Ha HeOOMEXeHNI 3a He UA/19070/01/01
1000 me anmy DDO | po3uuHy ans Na6oparto Na6opaTtopic TEePMiH. peyenmom | niossieae
neHtarig | 2 iH'ekuili no 1000 pic NsT. Met. N14.
pat mr, no 1 donakoHy NTa. OHOB/IEHO iHGhopMaLito B iHCTPYKLT

3 MOPOLLKOM Y
KapTOHHilA
ynakoBLj

4N MeMYHOro 3aCTOCyBaHHA
nNiKapcbKoro 3acoby y po3ginax
"®apmakoTepanesTuyHa rpyna. Kog
ATX" woa0 Ha3Bu 6e3 3MiHM kogy
ATX, "Moka3zaHHA" (pefarysaHHs),
"Oco6/MBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHA Ta fo3mn”,
"Mo6iuHi peakw,ii” BigNoBigHO A0
iHhopmaluii pecbepeHTHOro
nikapcbkoro 3acoby (FORTUM®,
powder for solution for injection 1 g),
a Takox y po3gini "Mo6iuHi peakwyji”
L1100 3BiTyBaHHSA MPO NOGIYHi
peakLii, yTo4HeHo iHthopmaLiio B
pos3gini "YnakoBka" 3rigHoO
peecTpavuiiHoro NocBigYeHHs
NikapcbKoro 3acoby.
Pestome nnaHy ynpas/iiHHS
pusmkamu Bepcisa 2.1 gopaeTbes.
MepiognyHiCTb NOAAHHA perynsapHo
OHOBJIHOBAHOrO 3BiTYy 3 6E3MEKMN,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepkeHoro
Haka3zoMm MiHicTepcTBa OXOPOHMN
3[10pOB'A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi loCcTULi YkpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (3i
3MiHamK), CTaAHOBWTb: 3rigHO 3i
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi | ATX (nikapcbka 3asiBHUK BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby Hername | pe4yosu c¢hopma, a uka 20
HmMosaH HU yrnakoska) nocsioyeHHs1
a
Ha3sa*
CTpoKamu, 3a3Ha4eHUuMmn y
nepioAnYHOCTI NoJaHHS perynsipHux
3BITiB 3 6e3neKu.
9. | CKAMMNIM cefepim uecpenim | JO1 NOPOLLIOK A5 CeHc IHgis CeHc IHais nepepeecTpaLisi Ha HeobMeXeHuin 3a He UA/19031/01/01
e y DEO | po3uuHy ans Na6oparto Na6opaTtopic TepMiH peyenmom | niossieae
rigpoxno | 1 iH'ekuili no 1000 pic NsT. Met. N14.
pua mr, no 1 donakoHy NTa. OHOB/IEHO iHGhopMaLito B iHCTPYKLT

Y KapTOHHiIl
ynakoBLj

4N MeMYHOro 3aCTOCyBaHHA
nNiKapcbKoro 3acoby y po3ginax
"®apmakoTepanesTuyHa rpyna. Koz
ATX" (pepakuiiHi npaBku 6e3 3MiHK
Kogy ATX), "dapMakoorivHi
BNacTUBOCTI", "B3aemogis 3 iHWyMKn
nikapcbkUMK 3acobamu Ta iHLWi B1uam
B3aemogiit”, "OcobamBocCTi
3aCToCyBaHHA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aartHicTe BANBATA HA
LIBUAKICTb peakLii mpu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK
MexaHizmamu", "Cnocié
3acTocyBaHHs Ta gosn”, "fditn",
"Mo6iuHi peakwii” BignoBigHO A0
6e3nekn 3acTocyBaHHs /1iKapCbKoro
3acoby, a Takox y po3gini "No6iyHi
peaxuii” LWoa0 BaXMBOCTI
3BiTYBaHHSA NPO NOGIYHI peakw;i.
Pestome nnaHy ynpas/iiHHS
pusmkamu Bepcisa 2.1 gopaeTbes.
MepiognyHiCTb NOAAHHA perynsapHo
OHOBJIHOBAHOrO 3BiTYy 3 6E3MeKMN,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepkeHoro
Haka3zoMm MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi loCcTULi Ykpaiin 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTea
OXOPOHU 340pO0B'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTL: 3riHO 3i CTpOKamu,
3a3HavYeHNM1 y NepioguYHOCTI
NnoJaHHsA perynsapHuX 3BiTiB 3
6e3neku.




ITpojoBXeHHs1 fojaTKa 2

21

n/n

Hassa
JliKapcbKo20
3acoby

MixHap
00Ha
Hername
HmMosaH
a
Ha3sa*

Hasga
diroyoi
pevosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢popma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6Huk

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsioYeHHs

10.

TANINPEC®
ACIHO

chlortali
done

xnoptan
iioH

C03
BAO

Tabnetkn no 25
mr, no 10
Tabnetoky
6nicTepi; no 1 abo
no 3 6nictepn y
KapTOHHI KopobLyi

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

YkpaiHa

MepepeecTpalis Ha HeOOMEXeHNIA
TEPMIH

OHoB/EeHo iHhopMaLito y po3ginax
"Cknag" (pefakuiiiHi npasku),
"Oco6/1BOCTI 3aCTOCyBaHHA",

"Mo6iuHi peakwyji" (WoAO0 3BITYBaHHSA

npo NoGivHi peakwir) iHCTPYKLUiT Ans

MeAMYHOro 3aCTOCYBaHHS LWoA0 A0

6e3neky 3acToCyBaHHs JliKapCbKoro
3aco0by Ta TEKCTYy MapKyBaHHS
ynakoBku (Bepcisa eCT/, 0009)

MnaH ynpaBniHHA pr3nkaMmn Bepcis
2.0 norogpxeHa (eCTD
nocnigoBHicTb Ne 0006).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34iMCHEHHS
thapmakoHarnsgy, 3aTBepmKeHuii
Hakazom MO3 YkpaiHu Bif
27.12.2006 Ne 898 (3i 3miHamu),
CTaHOBWTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHVM1 y NepioguyHoCTI
NOAAHHSA perynspHuX 3BiTiB 3
6e3neku.

3a
peyernmom

He
niosisieae

UA/19326/01/01

11.

TANINPEC®
ACIHO

chlortali
done

xnoptan
iAoH

Co3
BAO

Tabnetku no 50
mr, no 10
Tabnetok y
6nictepi; no 1 a6o
no 3 6nictepny
KapTOHHI Kopobui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

Ykpaiva

MepepeecTpauis Ha HEOBMeEXeHUIA
TEepMiH

OHoBEeHo iHhopMaL,ito y po3ginax
"Cknag" (pefakuiinHi npaekm),
"Oco6MBOCTI 3acTOCyBaHHS",

"Mo6iuHi peakwyi” (LWoAO0 3BITYBaHHSA

npo NoGiyHi peakuii) iIHCTPYKLUT A5

MeAMYHOro 3aCTOCYBaHHS LWoA0 A0

6e3nekn 3acTocyBaHHs /liKapCbKoro
3aco0by Ta TEKCTYy MapKyBaHHS
ynakoBku (Bepcisa eCT/, 0009)

MnaH ynpasniHHA pusmMkaMmn Bepcis
2.0 norogpxeHa (eCTD
nocnigosHicTb Ne 0006).
MepioAnyHICTb MOAAHHS PErYNSIPHO
OHOBJ/IIOBAHOIO 3BITY 3 6e3neku,
BifNoBigHO 0 MopsAaKy 34iMCHEHHS

3a
peyenmom

He
niosisieae

UA/19326/01/02
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Ne Hassa MixHap Hassa Koo Popma sunycky 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 00Ha diroyoi | ATX (nikapcbka 3asiBHUK BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby Hername | pe4yosu c¢hopma, a uka 20
HmMosaH HU yrnakoska) nocsioyeHHs1
a
Ha3sa*
hapMakoHarnagy, 3aTBepmKeHni

Hakazom MO3 Ykpainu Big
27.12.2006 Ne 898 (3i 3MiHamn),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
NnoJaHHsA perynsipHuxX 3BiTiB 3
6e3neku.

* gidrosidHo do iHghopmayii ogiyitiHozo calimy Lienmpy BOO3 no cnisripayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)

HauvannbHukK
dapManeBTUYHOr0 yIpaB/IiHHA

Onekcangp I'PINEHKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
JIIKAPCBKUMX 3ACOBIB MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIIOJ0 AKX BYJ/IN BHECEHI
3MIHU /10 PEECTPAILIIMHNX MATEPIAJIIB, SIKI BHOCATECS 710 JEP)KABHOI'O PEECTPY JIIKAPCBEKHNX
3ACObIB

Joaarok 3
A0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’s Ykpainu «IIpo aep)xaBHY

peecTpaniio (mepepeecrpari) JiKapCcbKHX
3aco0iB (MegUYHHNX iIMyHOOi0/TOrTUHHX

npenapariB) Ta BHeCeHHsI 3MiH /10

peecTpaniiiHuX MaTepiatiB»

Big_ 30 BepecHs 2026 poky Ne 1454

Ne Hassa MixkHapoo HasBa Koo ®opma surnyckKy 3asiBHUK KpaiHa Bupo6Huk KpaiH PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroqoi ATX (nikapcbka 3asABHUK a Bionycky | mysaH | peecmpayiliHo
3acoby HenameH | pe4yosu ¢hopma, a BUPO6G HA** 20
mosaHa HU ynakoska) HUKa nocBi0YeHHs
Hassa*
1. | ABACTUH® bevacizum | 6eBaun3 | LOLFG | koHUeHTpaT ans TOB Ykpaina Bupo6HMLTBO Himeuy BHECEHHS 3MiH 40 peeCcTpaLiiHNX 3a UA/16665/01/01
ab ymab 01 po3unHy Ans «Pouu Hepo3hacoBaHoi ynHa/ marepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom
iHcpysiiA, 100 mr/4 YkpaiHa» npoaykLii, nepsuHHe | LlBeit akocTi. A®l. BupobHuuTBo. 3miHa
mn; no 4 mn (100 nakyBaHHs, uapis/ BMPOGHMWKA BUXIAHOrO/MPOMIKHOTO
Mr) abo 16 mn BTOPVHHE CWA NpoAayKTy/peareHTy, Lo
(400 mr) y nakyBaHHsl, BUKOPWCTOBYIOTHLCS Y BUPOBHUYOMY
thnakoHi; no 1 BMNPOGYBaHHSA npoteci A®l, abo 3miHa BUpoOHMKa
donakoHy B KOHTPOJIH0 SIKOCTi Ta (BrTrOvatoun, fie HeobXiagHoO, MicLe
KapTOHHI KopooLii BUNYCK cepi: npoBeAeHHS KOHTPOIO AKocTi) AdDI

Pow diarHocTuke
Mv6X, HimewunHa,;
Bupo6HuLTBO
Hepo3chacoBaHol
NPOAYKLUiT, NepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/I0 SIKOCTi Ta
BUNYCK cepi:
®.XohpmaHH-/1a
Pow flTg,
LLiBeiuapis;
Bupo6bHuLTBO
Hepo3chacoBaHoi
NPOAYKLUiT, NepBUHHE
nakyBaHHs:
[xeHeHTeK IHK.,
CLUA

(3a BigcyTHOCTI cepTuchikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBepKeHoMy
[0Cbe)(HoBa AiNbHUUA ANns
36epiraHHs F010BHOrO 6aHKy KMiTUH
Ta/abo Poboumx 6aHKiB KNITUH) -
3awmiHa ginbHuuj 3 Lonza
Manufacturing LLC, USA (1000 New
Horizones Way, Vacaville,
California, USA) Ha Genentech Inc.,
USA (1 Antibody Way, Oceanside,
CA 92056, USA), sik micue
BiANOBiAanbHe 3a 36epiraHHA
OCHOBHWUX 6aHkiB kniTvH (MCB) Ta
poboumnx 6aHkiB knituH (WCB).
TakoX BHOCATbCA pefeKUiiHi npaBku
0o posginy 3.2.S.2.1 Bupo6Huk(n), a
came BK/IIOYEHHS 3apeeCcTPOBaHOro
MiCLi MPUrOTYBaHHSA Ta NEPBUHHOIO
36epiraHHa MCB ta WCB -
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

Genentech, 1 DNA Way, South San
Francisco, California, USA.
BBeaeHHs 3MiH NpoTArom 6 micsyis
nicns 3aTBepAXXEHHS.

ANBIAN

tibolone

TNGOIOH

GO03C
X01

Tabnetku no 2,5
MTr; 1o 28
Tabnetoky
6nicTepi; no 1 abo
3 6nictepu B
KapTOHHiA KopoobLyi

Alikop
Naiidp
CaiieHcis
b.B.

Higepna
HAW

LleHekci

®paHL
is

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMartepianis: 3miHu | TUNy - 3MiHKN 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo gonycTUMmX
MEX FOTOBOr0 NiKapCbKOro 3acoby
(iHWi 3miHW) AaHa 3MiHa
BMNPOBa/KYETLCA B 3B’A3KY 3
HEOOXiAHICTIO MPUBEAEHHS Y
BignoBigHicTb Cneuundikadi
3aTBep/mxeHnx B Ykpaidi MKA go
Cneupmdpikauii BUpo6HMKa, L0
HajaBa/Ch y CKNagi AOCbE, Npu
peecTpavuii nikapcbkoro 3acoby.
3arBepmkeHa Cneyudpikauis
MICTUTb pAg TEXHIYHUX NOMUIOK Ta
HeBIANoBIAHOCTER, Lo 6ynu
BUAIB/MEHI Mif Yac aHanisy
3aTBEPKEHOI OKyMeHTaL;ji.
BignoBigHi yTO4YHEHHS BHOCATLCSA
0151 NoKasHUKiB: MikpobiosoriyHa
yncToTa, AOAAETLCA TPAKTYBaHHS
LLIO/I0 YaCTOTU KOHTPOSIO Ta
po3wmndgpyBaHHs TAMC, TYMC; y
Cneupudpikauii Ha TepMmiH
NpUAATHOCTI — YTOYHEHHS JaHUX A0
nokasHuka KinbkicHe BU3HaYEeHHS
TMBONOHY, BiAMNOBIAHO A0
marepianis Bupo6Huka. Mpady
Cneupmdpikauii «MeToan KOHTPOsTHO»
[0MOBHEHO NOCUIAHHAM Ha
«BHYTpILWHI MeTog, BUPOGHUKa» Ta
ps4 opchorpadpiuHNX YyTOUHEHDb NO
TEKCTy.

3a
peyerimom

UA/20730/01/01

AMOKCUKIA
B® 2X

Amoxicillin
and beta-
lactamase
inhibitor

amokcuL,
UNIERY
dopmi
Tpurigpa
Ty Ta
kucnota
Knaeyna

JO1CR
02

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKO10, 875
mr/125 wmr, no 7
Tabnetoky
6nictepi; no 2
6nictepn y

CaHpo3
dapmach
toTikan3

A8

CnoBeHi
A

CaHpo3 'm6X -
Bupo6Huya
OinbHUUA
AHTUIHpeKUiHI TN3
Ta XimiuHi Onepadii
KyHonb (AIXO M3
KyHanb), ABCTpis

ABCTpi
A

BHECEHHS 3MiH 1O peecTpavLiitHnx
marepianis: 3minu Il TUny - 3MiHK
Lopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MmiHa(u) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpaviiHoro
noceifgyeHHs, BkoYawouu Mnax

3a
peyerimom

UA/7064/01/02
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
HoBa y KapTOHHI KOpo6Lii ynpasiHHA pusmkamu (iHLi 3MiHK)
dopmi 3aABHUKOM HafaHO OHOBAEHUIA
Kaniesoi MnaH ynpaBniHHA pr3nkammn Bepcis
coni 3.2 3MiHV BHECEHO A0 YaCTuH: |
«3arasibHa iHdopmadis» , VI
«Pe3tome nnaHy ynpasniHHA
pu3nkaMmn» Ha OCHOBI NPUBEAEHHS Y
BignosigHicTb go MNyP
pechepeHTHOro JlikapcbKoro 3acoby
AyrmeHTUH. Pe3tome MnaHy
ynpaeniHHA pu3nkamu Bepcis 3.2
[0A3ETbCA.
4. | AULU® 200 acetylcyst | auetuny | RO5C TabneTku LWunyui CaHpos CnoseHi Bunyck cepil: Himeuy BHECEHHS 3MiH 1O peecTpavLiHnx 6e3 nionse UA/8272/01/02
eine NCTEIH BO1 no 200 wmr; no 20 dapmach A Cantotac ®apma YnHa MaTtepianis: 3miHu | TMNy - 3MiHn peuyenma ae
Tabnetok y Ty6i; toTikan3 M6X, HimeuunHa; ABCTpiI Loao 6e3nekn/edeKTUBHOCTI Ta
no 1 1y6iy a.o. al chapmakoHarnsgy. 3miHa y KopoTkili
KapTOHHIM Bupo6Huk in bulk, XapaKTepucTuLi Nikapcbkoro 3acooby,
Kopo6ui; no 1 nakyBaHHs, BUMYCK TeKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
TabneTui y cawe; cepii: MeAMYHOro 3aCTOCYBaHHA Ha
no 20 cawey Xepmec dapma niacTaBi perynsipHoO OHOB/THOBAHOIO

KapTOHHIA Kopo6Li

lec.m.6.X., ABCTpis;

AnbTepHaTUBHUIA
BMPOGHMK in bulk,
nakyBaHHs, BUNYCK
cepii:
Xepmec dapma
M6X, HimeuyunHa

3BiTYy 3 6e3Mnekn Nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKK 3BITY 3
[ochigpKeHb, NPOBEAEHNX
BiAMNOBIAHO A0 NNaHy negiatpuyHmX
pocnigxeHs (PIP) (iHLwi 3MiHW)
3MiHV BHECEHO A0 iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginm
"B3aemogisi 3 iIHWMMMW NiKapCbKUMMn
3aco6amMu Ta iHWi BUAn B3aEMopji”,
"Oco6n1BOCTI 3acTOCyBaHHS",
"Mepeno3yBaHHA" BigNOBIgHO A0
OHOBJIEHOT iHthopMaLii LWoao
6e3nekn 3acToCyBaHHA NiKapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH -
npoTArom 6 Micauis nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
3 AIKOCTi. FOTOBWIA NiKapCbKuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOJIKO SKOCTI
roTOBOrO JliKapcbKoro 3acoby
(3amiHa ab0o foAaBaHHS BUPOGHUKA,
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26 IIpopoBxeHHs
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
Lo BignoBigae 3a BBe3eHHA Ta/abo
BMMNYCK cepii) - He Bktovaroun

KOHTpPO/b/BMNPO6YBaHHSA cepii -
BBeaeHHA A0AAaTKOBOro
(anbTepHaTMBHOrO) BUPOGHUKA
BiANOBIAA/ILHOIO 3a BMMNYCK cepil
Hermes Pharma GmbH, Germany.
AK HacNiA0K, BHECEHHS 3MiH B
IHCTpYKLUil0 4NS MeanyYHOro
3acTocyBaHHS 40 po3ainy
"Bnpo6HMK", "MicLie3HaxomKeHHs
BMPOGHMKa Ta agpeca Micua
NPOBaKEHHSI 10r0 Ais/IbHOCTI" Ta
[0 NYHKTY 11 TEKCTY MapKyBaHHsA
BTOPUHHOI yrakoBku. TepmiH
BBEJEHHS 3MiH - MPOTAroM 6 MicALiB
nicns 3aTBepkeHHs. 3MiHu | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA NikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJO SKOCTI
roToOBOro NikapcbKoro 3acoby
(3amiHa ab0o foAaBaHHS BUPOOHMKA,
LLIO BignoBigae 3a BBe3eHHs Ta/abo
BMNycK cepii) - He BItovarouun
KOHTPO/1b/BMNPOGYBaHHSA cepii -
BBegeHHA 40AaTKOBOro
(anbTepHaTVBHOr0) BUPOOHUKA
BiANOBIA&/IbHOIO 3a BMMNYCK Cepil
Hermes Pharma Ges.m.b.H.,
Austria. K HacnifoK, BHECEHHS 3MiH
B IHCTPYKL,O 415 MeAuyHOro
3acTocyBaHHS 40 po3giny
"BUpo6HUK", "MicLLe3HaxomKeHHS
BMpO6HMKa Ta agpeca micus
NPOBaKEHHS Or0 Ais/IbHOCTI" Ta
[0 NYHKTY 11 TEKCTY MapKyBaHHA
BTOPUHHOI yrnakoBku. TepmiH

BBE/IEHHS 3MiH - NPOTArom 6 Micsuis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekun/edeKTMBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHun)
3MiHM BHECEHO [0 TeKCTY
MapKyBaHHs NEPBUHHOI (MYHKTW: 2,

3, 4, 6) Ta BTOPUHHOI (NyHKTU: 8, 11,
14, 16, 17) ynakoBKu/ JlikapCbKOro




27 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
3aco6y. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micauis nicns
3aTBEPKEHHS.
5. | BAPBOBA/I® | Barbiturat | etunosn | NO5C Kancynu Teepai, AT YkpaiHa AT "dapmak” YkpaiH BHECEHHS 3MiH 1O peecTpavLiitHnx 6e3 UA/1196/02/01
esin n edip B02 no 10 kancyny "dapmak” a mMartepianis: 3miHu | Tuny - 3MiHK 3 peuyenma
combinatio | o- 6nictepi; no 1 abo AKoCTi. A®Il. KoHTponb A®L. 3miHa y
n with 6pomizo 3 6nicTepun y nayui napameTpax crneuudikauii Ta/abo
other Basiepia 3 KapTOHY OONYyCTUMUX MEX, BUSHAYEHUX Y
drugs HOBOI cneumdikauisix Ha Adl, abo
Kucnotu, BUXIAHUA/NPOMIXHWIA
PO34nH npoayKT/peareHT, Wwo
MeHTOsy BUKOPWCTOBYIOTbCS Y NpoLeci
B BUPO6HMLTBA ADI (iHLLI 3MiHW)
MEHTUI0 BHECEHHS 3MiHM A0 cneumdikaui
BOMY BXiiHOrO KOHTPO/O 4151 AitoYOi
edipi peyoBuHn PeHobapbiTan
KNCOTH BMpo6HMKIB «ALKALOIDA Chemical
i3oBane Company Zrt.», YropwuHa T1a
piaHoBOI «Harman Finochem Limited», IHgis
, 3a NokasHuKoM «MikpobionoriyHa
theHoba yucToTa» y 3B'A3KY i3 BUTYYEHHAM
p6itan NPUMITKA CTOCOBHO NepiogNYHOCTI

KOHTPOJIH0 *MiKpO6ioaoriYHwmiA
KOHTPO/b MPOBOAATL BNGIPKOBO:
nepLuy Ta KOXHY N'ATY HACTYMHY

cepii» Ans BNPOBaAXeHHs
PYTUHHOIO KOHTPOJIt0. 3MiHU | TUny -
3MiHn 3 aKkocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneyudikauin
Ta/abo JonycTUMUX MEX,
BU3HAYEHUX Y cneumdikaLisx Ha
Adl, ab0 BMXiAHNA/MPOMIKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y MPOLECI
BUpPO6HMUTBA ADI (iHLWI 3MiHW)
BHECEHHS 3MiHU A0 cneumdikauii Ta
MeTOoZiB BXiIHOro KOHTPO/IO AN1A
aitoyoi pevoBuHN PeHobap6iTan
BMPOGHUKIB «ALKALOIDA Chemical
Company Zrt.», YropwuHa Ta
«Harman Finochem Limited», IHgis,
30KpeMa BUyHeHO NOoKasHMK

«PO3UMHHICTb», TaK sIK AaHWiA

NOoKasHUK Ma€e pekoMeHaauiiHnia
xapakTep, Ta He € 060B’A3KOBVM.
3MiHu | TMNY - 3MiHK 3 sKocTi. API.




28 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
KoHTposnb A®I. 3miHa y meToaax

BMNpo6yBaHHA A®Il abo BUXigHOro
matepiany/npoMixHOro
NpoAayKTy/peareHTy, Lo

BMKOPVCTOBYETLCA Y NPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS) BUTYYEHO
nocuNaHHA Ha AKICTb CTaHAapTHUX
3paskiB B MeToAax BXiZHOro
KOHTPO/IO AN151 4iH0Y0T PeYOBUHN
®eHobapbiTan BUPOGHUKIB

«ALKALOIDA Chemical Company

Zrt.», YroplmHa ta «<Harman
Finochem Limited», IHgjs ans
nokasHuka «lgeHTudikauis».
IHdhopmaLis WoAao AKocTi
CTaHAapTHUX 3paskis, Lo
BUKOPWCTOBYIOTHLCS MPK
BMNPOOYBaHHi HaBeAeHa B po3gini
3.2.S.5 CtaHfapTHi 3pa3ku abo
npenapatun peecTpauiiiHoro foche.
JONOBHEHO NOCU/IaHHA Ha EP.
3MiHu | TURY - 3MiHK 3 SKocTi. AL,
KoHTposnb A®I. 3miHa y meToAax
BMNpo6yBaHHA A®Il abo BUXigHOrO
matepiany/npoMixHOro
npoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoOLieCi

BMPOGHMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAX

BMNPOGYBaHHA) BHECEHHS 3MiHW [0

MeTOoZiB BXiJHOr0 KOHTPO/IO ANA
aitoyoi pevoBuHY PeHobapbiTan

BMPOGHMKIB «ALKALOIDA Chemical

Company Zrt.», YropwuHa Ta

«Harman Finochem Limited», IHgis

3a nokasHvkamu «lpo3opicTb

PO34MHY», «KO/IbOPOBICTb PO3UNHY,

«BTpaTa B Maci npu BUCYLLYBaHHI»,

«CynbhaTHa 30/1a» - 4OMOBHEHO
nocunaHHsAM Ha €®. 3MiHu | Tuny -
3MiHuM 3 aKocTi. A®l. KoHTponb AdIL.

3miHa y meTogax BunpobysaHHs AD|
abo BuxigHoro

mMartepiany/npomiKHOro




29 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

NpoAayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoOLieCi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHA) BHECEHHS 3MiHW [0
MeTOoZiB BXiJHOr0 KOHTPO/IO ANA
aitoyoi pevoBuHY PeHobapbiTan
BMPOGHMKIB «ALKALOIDA Chemical
Company Zrt.», YropwuHa Ta
«Harman Finochem Limited», IHgis
3a NoKasHWKOM «CynpoBifHi
[OMILLKV» - BUYYEHO NOCUIaHHA Ha
AKICTb CTaHA4APTHUX 3paskiB.
IHdbopmaLis WoAao AKocTi
CTaHAapTHUX 3paskis, Lo
BUKOPWCTOBYIOTHCS MPK
BMNPOOYBaHHI HaBeAeHa B po3gini
3.2.S.5 CtaHfapTHi 3pa3ku abo
npenapatn peecTpauiiiHoro goche.
3MiHu | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
marepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLWI 3MiHN Y
mMeTogax BUNpobyBaHHA
(BKKOHAOUM 3aMiHy a60
[OMNoBHEHHR) AdD| abo
BMXi4HOro/MpoMKHOro NpPoAyKTy)
BHECEHHS 3MiHN A0 MeToAiB
BXiZIHOr0 KOHTPO/IO ANA AitoYoT
peyoBuHN DeHobapbiTan
BUpo6HUKIB «ALKALOIDA Chemical
Company Zrt.», YropwpuHa 1a
«Harman Finochem Limited», IHgis
3a NOKA3HNKOM «3a/LLKOBI
KiNIbKOCTi OpraHiyHnX PO3UNHHUKIBY,
[0[aHo NocunaHHa Ha E®. 3MiHu |
MYy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®Il abo BUXiAHOrO
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECI
BUpo6HMUTBA AP (iHLLI 3MiHK Y
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

MeToAax BUNpobyBaHHSA
(BKTrOYatOUM 3amiHy abo
[0noBHEHHs) AdD| abo
BUXIAHOrO/NPOMIXXHOTrO NPOAYKTY)
BHECEHHS 3MiHM [0 METOLiB
BXiIHOr0 KOHTPO/IO ANA Aitoyol
peyoBuHu PeHobapbiTan
BMPOGHMKIB «ALKALOIDA Chemical
Company Zrt.», YropwuHa Ta
«Harman Finochem Limited», IHgis
3a NoKasHUKoM «KinbkicHe
BU3HAYEHHSA» -MPUBELEHO Y
BiANOBIAHICTb A0 BUMOr MOHOrpadii
€® 3 foaaBaHHAM NOCU/IaHHSA Ha
€, BunyyeHo chopmyny
po3paxyHky. 3MiHu | Tuny - 3MiHK 3
skocTi. A®I. KoHTponb ADI (iHLwi
3MiHM) BHECEHHS 3MiHV A0 METOAIB
BXiiHOrO KOHTPO/I0 N8 Aitoyoi
peyoBuHN PeHobapbiTan
BMPOGHUKIB «ALKALOIDA Chemical
Company Zrt.», YropwuHa Ta
«Harman Finochem Limited», IHgis
3a nokasHmkom «MikpobionoriyHa
4yucToTa» - BUNYYEHHS MOBHOIO
onucy NpPoBeAEeHHA METOANKM;
[OMOBHEHHS BigNOBigHUM
NOCWIaHHAM Ha Ajtouvy pefakLiio
Ooy, €9 2.6.12, 2.6.13, 5.1.4.

BAPBOBA/®

Barbiturat
esin
combinatio
n with
other
drugs

eTnnoBu
 edhip
a.
6pomizo
Basiepia
HOBOT
Kucnotu,
po3unH
MeHTOsy
B
MEHTWMO
BOMY
edipi
KMcnotu
i3oBasie
piaHoBOI
(Bantifon

NO5C
B02

Kpanni opasibHi no
25 Mn 'y hnakoHi 3
npo6Koto-
KpanenbHULEo; No
1 donakoHy B navui
3 KapPTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YKpaiH

BHECEHHS 3MiH 0 peecTpaLiiiHnX
marepianis: 3miHu | TUny - 3miHK 3
AKOCTi. A®Il. KoHTposb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikayisx Ha A®l, abo
BUXIi4HWA/NPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPWCTOBYIOTBCS Y NPOLEC
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
BHECEHHS 3MiHM A0 cneuudikauii
BXiHOrO KOHTPO/I0 418 Aitouoi
peyoBuHM DeHobapbiTan
BMPOGHUKIB «ALKALOIDA Chemical
Company Zrt.», YropwuHa Ta
«Harman Finochem Limited», IHgis
3a NokasHMKoM «MikpobiosioriyHa

6e3
peuyenma

UA/1196/01/01
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31
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
), 4YUCTOTa» Yy 3B'A3KY i3 BUTYYEHHAM
theHoba NPUMITK/ CTOCOBHO NepiogNYHOCTI
p6itan KOHTPO/I0 *MiKpO6ioIorivHwiA
KOHTPOb NPOBOAATL BUOIPKOBO:
nepLuy Ta KOXHY N'ATY HACTYMHY

cepii» 4Na BNPOBaKEHHS
PYTUHHOIO KOHTPOSIt0. 3MiHU | TUny -
3MiHn 3 akocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikadii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha
A®l, ab0 BUXIQHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo
BMKOPVCTOBYHOTbCS Y MPOLECI
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
BHECEHHS 3MiHU A0 cneumdikayii Ta
MeTOoZiB BXiHOro KOHTPO/IO ANA
aitoyoi pevoBuHN PeHobapbitan
BUpo6HUKIB «ALKALOIDA Chemical
Company Zrt.», YropwpuHa 1a
«Harman Finochem Limited», IHgis,
30KpeMa BUyHEeHO NOKasHMK
«PO3UMHHICTb», TaK SK faHWi
NoKa3HUK Ma€e pekoMeHaauiiHmii
XapakTep, Ta He € 060B’A3KOBVM.
3MiHu | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
marepiany/npoMixxHOro
npoayKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
BUNPOBYBaHHS) BUyYEHO
NOCUaHHA Ha AKICTb CTaHJapTHUX
3paskiB B MeTo4ax BXiAHOro
KOHTPO/IO ANS AiH0Y0T peqyoBUHA
®eHobapbiTan BUPO6HMKIB
«ALKALOIDA Chemical Company
Zrt.», YropuwmHa Ta «Harman
Finochem Limited», IHgis ana
nokasHuka «laeHTudikauis».
IHdhopMaLisa Wwoao AKoCTi
CTaHAapTHUX 3paskis, L0
BUKOPVCTOBYIOTbCS MPW

BMNPO6YyBaHHI HaBeeHa B po3aini




32 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
3.2.S.5 CtaHaapTHi 3pasku abo

npenapaty peecTpauiinHoro 4oCbe.
JJONOBHEHO NOCU/IAHHSA Ha ED.
3MiHu | TUNY - 3MiHK 3 AKoCTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BUXigHOrO
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECI
BMpo6HULUTBA AP| (HE3HAUHI 3MIHK Y
3aTBEPMKEHNX MeTofax
BMNPOGYBaHHSA) BHECEHHS 3MiHW [0
MeToZiB BXIAHOIO KOHTPO/ AN
aitoyoi pevoBuHN PeHobap6iTan
BMPOGHUKIB «ALKALOIDA Chemical
Company Zrt.», YropwuHa Ta
«Harman Finochem Limited», IHgis
3a nokasHukamu «po3opicTb
PO34nHY», «KONbOPOBICTb PO3UMHY>,
«BTpara B Maci npy BUCYLLYBaHHI»,
«CynbaTHa 301a» - ONOBHEHO
nocunaHHAM Ha €®. 3MiHu | Tvny -
3MiHn 3 akocTi. A®l. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs AD|
a6o BuxigHoro
marepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX
BMNPOGYBAHHS) BHECEHHS 3MiHU 0
MeTOoZiB BXiJHOro KOHTPO/IO ANA
aitoyoi pevoBuHN ®eHobapbitan
BUpo6HUKIB «ALKALOIDA Chemical
Company Zrt.», YropwpuHa 1a
«Harman Finochem Limited», IHgis
3a NoKa3HWKoMm «CynpoBiaHi
LOMILLKM» - BUTYYEHO NOCUIaHHS Ha
AKICTb CTAHAAPTHUX 3Pas3kKiB.
IHdhopMaLisa Wwoao AKoCTi
CTaHAapTHUX 3paskis, L0
BUKOPVCTOBYIOTbCS MPW
BMNPO6YyBaHHI HaBeAeHa B po3aini
3.2.S.5 CtaHgapTHi 3pasku abo
npenapatn peecTpauiiiHoro gocbe.

3MiHu | TMnY - 3MiHKM 3 AKoCTi. ADL.




33 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

KoHTposnb A®I. 3miHa y meToaax
BMNpo6yBaHHA A®Il abo BUXigHOro
matepiany/npoMixHOro
NpoAayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NPOLIECi
BMPOGHMLTBA ADI (iHLWi 3MiHN Y
MeToAax BUNpobyBaHHSA
(BKTrOYatoUM 3amiHy abo
[0NoBHEHHsA) AdD| abo
BUXIAHOrO/NPOMIXXHOTO NPOAYKTY)
BHECEHHS 3MiHM [0 METOLiB
BXiIHOr0 KOHTPO/IO ANA Aitoyol
peyoBuHu PeHobapbiTan
BMPOGHMKIB «ALKALOIDA Chemical
Company Zrt.», YropwuHa Ta
«Harman Finochem Limited», IHgis
3a MOKa3HUKOM «3a/IULLKOBI
KifIbKOCTi OpraHiyHUX pO34MHHUKIB»,
[0[aHo nocunaHHa Ha EP. 3MiHun |
TUny - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
marepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AP (iHLWI 3MiHN Y
mMeTogax BUNpobyBaHHA
(BKKOHAOUM 3aMiHy a60
[OMNoBHEHHR) AdD| abo
BMXi4HOro/MpoMKHOro NpPoAyKTy)
BHECEHHS 3MiHN A0 MeToAiB
BXiZIHOr0 KOHTPO/IO ANA AitoYoT
peyoBuHN DeHobapbiTan
BUpo6HUKIB «ALKALOIDA Chemical
Company Zrt.», YropwpuHa 1a
«Harman Finochem Limited», IHgis
3a nokasHuKoM «KinbkicHe
BW3HAYEHHS» -NPUBEAEHO Y
BiANOBIAHICTb A0 BUMOT MOHOrpadii
€® 3 foAaBaHHAM NOCU/IAHHSA Ha
€0, BunyyeHo copmyny
po3paxyHKy. 3MiHu | TUny - 3MiHN 3
AKocTi. A®l. KoHTponb A®I (iHwi
3MiHW) BHECEHHS 3MiHV A0 METOAIB
BXiIHOr0 KOHTPO/IO ANA Aitoyol
peyoBuHM PeHobapbiTan




34 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
BUpo6HUKIB «ALKALOIDA Chemical
Company Zrt.», YropwpuHa 1a
«Harman Finochem Limited», IHgis
3a nokasHukoM «MikpobionoriyHa
YynCTOTa» - BUMYUYEHHS MOBHOIO
onuncy NPoBeEHHA METOLVKY;
[LOMOBHEHHS BigNOBIgHUM
NOCUNAHHAM Ha Ajlovy pefakLiio
oY, €9 2.6.12, 2.6.13,5.1.4.
7. | BAPBOBA/N® | Barbiturat etnnosn | NO5C Kpanni opasbHi; No AT YkpaiHa AT "dapmak” YkpaiH BHECEHHS 3MiH [0 peecTpaLiiiHux 6e3 He UA/1196/01/01
esin n edip B02 25 mn 'y donakoHi 3 "dapmak” a MaTtepianis: 3miHu | TUNy - 3MiHn peuyenma | nidnse
combinatio | o- npo6koto- Loao 6e3nekn/edeKTUBHOCTI Ta ae
n with 6pomi30 Kparne/sibHULEelo; no chapmakoHarnsgy. 3miHa y KopoTkili
other BaUsiepia 1 cbnakoHy B nauu,i XapaKTepucTuLi Nikapcbkoro 3acooby,
drugs HOBOI 3 KapTOHY TeKCTi MapKyBaHHS Ta iHCTPYKUIiT Ans
Kucnotu, MeAMYHOro 3aCTOCYBaHHA Ha
PO34MH niacTaBi perynsipHoO OHOB/THOBAHOIO
MeHTOsy 3BiTy 3 6e3neku Nikapcbkoro 3acoby,
B abo gocnimkeHb 3 6e3neku
MEHTUI0 3aCcTOCyBaHHS NikapCcbKoro 3acoby B
BOMY nicnspeecTpauiiHuii nepiog, abo sk
ecipi pesynbTaT OLiHKK 3BITY 3
KMCnoTn [OCNiMKeHb, NPoBeAeHNX
i3oBasne BiAMNOBIAHO A0 NnaHy negiatpuyHmx
piaHoBOI pocnigxeHb (PIP) (3MiHy y3rogpkeHo
(Banigon 3 KOMNETEHTHNM YNOBHOBAXKEHNM
), opraHom) - 3MiHW BHECEHO B
theHoba IHCTPYKLUiO ANS MegnyHOoro
p6iTan 3acTOCyBaHHS NikapCbKoro 3acoby

[0 po3ainy "B3aemogis 3 iHWnMu
nNikapcbKMmM 3acobamu Ta iHLWi BUam
B3aeMOZjin" BignoBigHo Ao
OHOBJIEHOT iH(hopMaLii LWoao
6e3nekn 3acTocyBaHHs fito4ol
PEYOBMHY 3rigHO 3 peKoMeHaaLieto
PRAC. BBefieHHA 3MiH NpOTArom 6
MicALiB NiC/A 3aTBEPKEHHSA. 3MiHM
| TMny - 3MiHKM WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu) -
3MiHV BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby Ao posainy
"Mo6iuHI peakyii" wWoao
noBigoMIEHb NPO NiJO3pIoBaHi
nob6iyHi peakuii. BBefjeHHs1 3MiH




35 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
npoTArom 6 Micauis nicns
3aTBEPKEHHS.
8. | BAPBOBA/I® | Barbiturat etunosn | NO5C Kancynu Teepai; AT YkpaiHa AT "®apmak” YkpaiH BHECEHHS 3MiH 0 peecTpaLiiiHuX 6e3 He UA/1196/02/01
esin  edhip B02 no 10 kancyny "®apmak” a marepianis: 3miHu | Tuny - 3mMiHK peyenma | niosnse
combinatio | a- 6nicTepi; no 1 abo oo 6e3nekn/edekTMBHOCTI Ta ae
n with 6pomizo 3 6nicTtepu y nauui thapmakoHarnsgy. 3MiHa y KopoTkili
other Basiepia 3 KapTOHY XapakTepucTuLi nikapcbKoro 3acoby,
drugs HOBOI TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Kucnotu, MeAMYHOro 3aCTOCYBaHHA Ha
po3unH nigcTasi perynspHo OHOB/IOBAHOTO
MEHTONy 3BiTY 3 6€3neKkun NikapcbKoro 3acooby,
B abo gocnigkeHb 3 6e3nekn
MEHTWMO 3aCcTOCyBaHHS NikapCbKoro 3acoby B
BOMY nicnsipeecTpauiinnii nepiog, abo sk
edipi pe3ynbTaT OLiHK/ 3BITY 3
KMcnotu [oCnimpKeHb, NPoBeAEHNX
i3oBane BIAMOBIAHO A0 NNaHy negiaTpuyHnX
piaHoBOI pocnigpkeHs (PIP) (3MiHy y3romkeHo
) 3 KOMMETEHTHUM YMOBHOBaXXEHNM
peHoba OopraHom) - 3MiHN BHECEHO B
p6itan IHCTPYKLiO ANA MegUYHOro
3aCTOCyBaHHSA NikapCbKoro 3acoby
[0 po3ainy "B3aemogis 3 iHWnMun
nikapcbkMmM 3acobamu Ta iHLWi B1uam
B3aEMOZiA" BigNOBiAHO A0
OHOBJIEHOT iH(hopMaLii LWoago
6e3nekn 3acTocyBaHHS Aitouol
PEYOBUHY 3riHO 3 pekoMeHaLlieto
PRAC. BBeggeHHS 3MiH NpoTArom 6-
TW MiICALB NicNa 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHM BHECEHO B iHCTPYKLO ANs
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby A0 po3giny
"Mo6iuHi peakwi” Wwoao
NoBiAOM/IEHb NPO NiJO3PHOBaHI
no6iyHi peaxuii. BBeieHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.
9. | BOM-BEHI'E - nesome MO2A Masb, Mo 251y MpAT YkpaiHa MpAT YkpaiH BHECEHHS 3MiH 0 peecTpaLiiiHux 6e3 UA/7622/01/01
MA3b HTO/, C KOHTelHepax Papmaves PapmaLeBTUYHa a marepianis: 3miHu | TUny - 3MiHK 3 peyenma
meTusca naacTMacoBux; no TUYHa thabpuka "Biona" akocTi. CepTtudcpikat
niunnar 20 ry Ty6ax thabpuka BignosigHocTi/lE-cepTudikar
IOMIHIEBMX; MO "Biona" BiiNOBIAHOCTI EBponelichbkilt
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
20 ry Ty6i hapmakonei/MmoHorpadii. NMogaHHA
atoMiHieBIl; no 1 HOBOro abo OHOBJ/IEHOTO
Ty6i y mauui 3 cepTudikaTa BignosigHocTi abo
KapToHy; no 20 1 BU/TyYeHHA cepTudikaTa
abo no 25r, abo BiANOBIAHOCTI E€BpONenchbkili
no 30 r y Ty6ax thapmakonei: ans A®l; ans
namiHaTHux; no 20 BUXIAHOIO
ra6o no 25r, abo marepiany/peareHTy/npomMiKHOro
no 30 ry Ty6i NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
namiHaTtHiiA; no 1 BUPOGHMLUTBI A®I; An1a ONOMDKHOT
Ty6i y nauui peyoBuHU (cepTudiikat
BiANOBIAHOCTI EBpONechbkili
hapmakonei) - HoBuii cepTudikat
Bifl HOBOro BMPOGHMKa (3amiHa abo
[1ONOBHEHHS)
noJaHHs HoBoro cepTtucpikata
BiANOBIAHOCTI E€BpONenchbkili
chapmakonei Ne R1-CEP 2012-390 -
Rev 01 ana gitoyoi pevoBuHU
MEHTONY Bif, HOBOTO
anbTepHaTMBHOIO BMpPO6GHMKa BACP
CE, Himeyunna/ BASF SE,
Germany.
10. | BEPMOKC mebendaz | mebeHg P02C Tabnetkn no 100 BAT Yropwm F'epeoH Pixtep PymyH BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a He UA/7363/01/01
ole ason AO1 Mr; no 6 TabneTok "T'efieoH Ha PymyHia A.T., is/ marepianis: 3minu Il TUNYy - 3MiHK peyenmom | nionse
y 6nicTepi; no 1 PixTep" PyMyHis; Yropuy oo 6e3nekn/edekTMBHOCTI Ta ae
6nictepy B [0[aTKOBWiA MHa thapmakoHarnsgy. 3MiHU y KOpOTKili
KapTOHHil BUPOBHMK, XapakTepucTuLi nikapcbKoro 3acoby,
ynakoBLji BiANOBiAA/IbHWIA 32 TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
BUNYCK cepil, Me[MYHOro 3aCToCyBaHHA y 3B’A3KYy
ochopmneHHs i3 HOBUMUY AaHVMK 3 AKOCTI,
cepTudikaTy SIKOCTI: OOKNIHIYHUMMN, KAIHIYHUMW JaHUMK
BAT "lT'eneoH Ta AaHumu 3 hapmakoHarnsagy -
PixTep", YropwuHa 3MiHW BHECEHO [0 IHCTPYKUIT ANs
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ainis
"Oco6n1BOCTI 3acTOCyBaHHS",
"Mepeno3yBaHHA", "Mo6IYHI peakuii”.
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiC/1sA 3aTBEPLPKEHHS
11. | BOJ/IbTAPEH | diclofenac | guknod | MO1A | Tabnetku HoBaprTic LiBerua HosaprTic Carnik, Typeu BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/9383/02/01
® eHak B05 racTpopesncTeHTHi | ®apma Al pist lpa Be Tapim YnHa martepianis: 3MiHu | Tuny - peuenmom
HaTpito no 25 mr; no 10 YpyHnepi CaH. Be AfMiHICTpaTMBHI 3MiHW. 3MiHa
Tabnetoky Tik. A.C. HallMeHyBaHHs Ta/abo agpecu micus

6nictepi; no 3
6nictepu B

NPOBaKEHHS AisIbHOCTI BUPOGHMKA
(BKKOYalOUK, 32 HEOBXiAHOCTI, Micue
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
KopobLi 3 KapToHY NpoBefileHHA KOHTPOSII0 AKOCTI), abo

BNacHuKa mactep-goaiisia Ha Adl,
abo noctavasbHuka Ad®Il/BuxigHoro
mMartepiany/peareHTy/NpoMiKHOro
NpOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI A®I (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpoNechbkili
hapmakonei y 3aTBepKeHoMY
[ocbe, ab0 BUPOOHMKA HOBOI
[0MOMIXHOT PEYOBUHM (SKLLLO
3a3HayeHo y focbe) - 3MiHa agpecu
3aTBEPKEHOI AiNbHUL
BMPOGHMLITBA Ta KOHTPOJIHO AKOCTI
A®| guknodeHaky Hatpito, Hetero
Drugs Limited, India, y 3B’A3Ky 3i
3MiHO Ha3BY aMiHICTPaTUBHOIO
paiioHy 3 «Visakhapatnam» Ha
«Anakapalli». 3MiHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Onuc Ta cknag,. 3miHa y cknagi
(8ONOMDKHMX peYoBMHAX) rOTOBOrO
nikapcbkoro 3acoby (CMakoBi
no6askun abo 6apBHUKM) -
[lopaBaHHs, BUIyYeHHs abo 3amiHa
- OHOBIEHHSA cknagy (BONOMiIKHMX
PEYOBMH) rOTOBOTO J1iKAPCLKOro
3ac06y LWsAXOM Bifo6paXeHHs
NPSIMOro BUKOPUCTaHHA «Pigment
suspension, yellow», «Pigment
suspension, white», «Pigment
suspension, red»; Bigo6paxeHHs
PO3YMHHVIKIB (€TaHO 3HEBOAHEHUIA,
i3onponinoswuii cnupT, Boga
ouyLLieHa) K OKPEMUX KOMMOHEHTIB
CyCMeHsili, a TaKoX OHOB/IEHHS
BiJOOGPaKEHHS [OMOMDKHOT
PEYOBMHM CUNIKOHOBA NPOTUMIHHA
eMy/ibCisl, SIKi 3aCTOCOBYOTLCA Y
BMPOGHULITBI /TiKAPCbKOro 3acoby
BO/IbTAPEH®, Tabnetku
racTpopesncTeHTHi no 50 mr.
KiHueBuiA cknaf NoKpUTTA Ta SKiCHO-
KiNbKICHUIA cknag, A0NOMIKHUX
PEYOBUH 3a/IMLLAIOTLCS 63 3MiH.




38 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

3MiHM BHECEHO B iHCTPYKLtO AN
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Cknag". BBeeHHs 3MiH NPOTArom
6-TV MICALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTiI.
[OTOBWIA NNikapcbkuMii 3aci6.
KOHTPO/b fONOMIKHUX PEYOBWH.
3miHa y MeToAax BMNpo6yBaHHS
OO0NOMDKHOT peyOBUHU (iHLLI 3MiHN Y
MeToAax BUNpPoGyBaHHS
(BKTrOYatoUM 3amiHy abo
[oflaBaHHs)) - 3amiHa
3aTBEPKEHOr0 MeToAy
BUNPOOYBaHHA 3a NMOKa3HUKOM
«ldentification by IR spectrum» 3 IR
Spectroscopy Ha FT-IR
Spectroscopy (liquid) y cneundikauii
[OMOMIXHOI PeYOBMHM CUIKOHOBA
npoTtuniHHa emynbcis (Silicon
antifoam emulsion). BBegeHHS 3MiH
NpOTArom 6-Tu MicALiB nicas
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTPOb fONOMIKHUX PEYOBUH.
3miHa y MeToAax BMnpobyBaHHS
[OOMOMIXHOT peYOBUHY (HE3HAYHI
3MiHW Y 3aTBEpKEHUX MeTofax
BMNpOoGYyBaHb) - 3MiHW A0
3aTBEPHKEHOr0 MeToay
BUNPOOYBaHHA 3a NMOKa3HUKOM
«Content of Dimethylpolysiloxane» y
cneumdikauii 4OMOMKHOI pe4YoBUHN
CWUIIKOHOBA NPOTUMiIHHA eMy/bCist
(Silicon antifoam emulsion)
(YTOUHEeHHs: onucy MeToAuKY; 3aMiHa
PO34MHHKKA y TECTOBOMY Ta
MOPIBHANBHOMY PO34MHAX; 3MiHa
dhasmn gns NpuMroTyBaHHA TECTOBOrO
PO34KHY). BBEleHHA 3MiH NpOTArom
6-TV MICALIB MiC/1A 3aTBEPMKEHHS.
3MmiHu | TUNY - AgMiIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusi NPoOBaKEHHS
LiSNTbHOCTI BUPO6HUKa (BK/THOYatoun,
3a HeobXigHOCTI, MicLle NpoBeeHHs
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

KOHTPO/II0 SIKOCTI), 260 BriacHMKa
MacTep-thaiina Ha A®l, abo
noctavanbHuka A®I/BMXigHOro
mMartepiany/peareHTy/NpoMiKHOro
NpOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI A®I (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpoNechbkili
hapmakonei y 3aTBepKeHoMY
[ocbe, ab0 BUPOOHMKA HOBOI
[0MOMIXHOT PEYOBUHM (SKLLLO
3a3HayeHo y focbe) - 3MiHa agpecu
BMPOGHMKA BUXIAHOT CUPOBUHM 2,6-
avxnopandeHinaminy, Hetero Labs
Limited, India, wo
BMKOPVCTOBYETLCS Y BUPOBHULTBI
Aitoyoi pevoBuHN A®| auknocheHak
HaTpilo y 3B'A3KY 3i 3MIHOI Ha3BU
aAMiHICTPaTUBHOIO panoHy 3
«Visakhapatnam» Ha «Anakapalli».
3MiHY | TUNY - AOMIHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo
afpecun MicLis NPOBaKEHHS
LisNbHOCTI BUPO6HMKaA (BKIKOUAtoum,
3a HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJI0 SIKOCTI), a60 B1acHuKa
MacTep-cpaiina Ha Adl, abo
noctavanbHuka A®l/BrxigHoro
matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHMLTBI API (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei y 3aTBepKeHOMY
nocbke, abo BUPO6HMKA HOBOT
[0MOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y AocbE) - 3MiHa agpecu
BUPOGHMKa BUXIAHOT CUPOBUHN 2,6-
avxnopgndeHinaminy, Hetero Labs
Limited, India, wo
BUKOPWUCTOBYETLCA Y BUPOOHULITBI
Aitoyoi pevoBuHN Ad®| auknodeHak
HaTpito, @ caMe OHOB/IEHO
KaflacTpoBi (survey) Homepu
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n/n

Ha3ssa

JliKapcbKO20

3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo

20

NMocBiOYEeHHs

BMPOBHMYOT AiNbHULI Ta foAaHO
Ha3By cena Nallamattipalem go
agpecw nignpyvemMcTaa. 3miHu | Tuny
- AOMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA
(BKOYatoum, 3a HeOb6XiAHOCTI, Micue
NpoBeAeHHs KOHTPOJII0 AKOCTI), abo
B/lacHuKa macTep-ghaiina Ha Adl,
ab6o noctavyasibHuka Adl/BuxigHoro
martepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BUPOGHMUTBI A®I (SKLLO 3a3HAaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichkili
hapMakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOBHUKA HOBOI
[0MOMDKHOT PeYOBUHM (AKLLO
3a3HayveHo y fOCbE) - 3MiHa Ha3BMn
BMPOGHUKA BUXiAHOI CUPOBUHU
xfiopaueTuaxnopuay, Wwo
BMKOPVICTOBYETLCS Y BUPOBHULTBI
Aitoyoi pevoBrHN Ad®| auknodheHak
Hatpito.

12,

®

BOJ/IbTAPEH

diclofenac

anknog
eHak
HaTpito

MO1A
B05

TabneTku
racTpope3nCTEHTHI
no 50 mr; no 10
Tabnetoky
6nictepi; no 2
6nictepu B
KOpo6Li 3 KApTOHY

HoBapTic
®Gapma Al

LLiselina
pist

HoBaprtic Carnik,
lpa Be Tapim
YpyHnepi CaH. Be
Tik. A.C.

Typeu
YnHa

BHECEHHS 3MiH 40 peecTpaLiiHNX
martepianis: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpOoBaKEHHS Aif/IbHOCTI BUPOOHMKA
(BKtOYatoum, 3a HeO6XiAHOCTI, Micue
NpPOBeAEHHS KOHTPOJIKO SKOCTI), abo
BNlacHuKa macTep-ghaiina Ha Adl,
abo noctavanbHuka A®l/BuxigHoro
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y
BMPOGHULTBI API (AKLLLO 3a3HaYEHO
Yy [OCbE Ha ikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikata
BiiNOBIAHOCTI E€Bponelicbkilt
hapMakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHUKA HOBOT
[0MNOMDKHOT PEYOBUHM (SKLLLIO
3a3HaYeHo y A0CkE) - 3MiHa agpecu
3aTBEePMKEHOI AiNbHUL
BMPOGHULITBA Ta KOHTPOJO SKOCTI

3a
peyerimom

UA/9383/02/02




41 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

A®| guknodeHaky Hatpito, Hetero
Drugs Limited, India, y 3B’A3Ky 3i
3MiHO Ha3BY aAMiHICTPaTUBHOIO
paiioHy 3 «Visakhapatnam» Ha
«Anakapalli».3miHu | TUny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
Onuc Ta cknag,. 3miHa y cknagi
(8ONOMDKHMX peYoBMHAX) rOTOBOrO
nikapcbkoro 3acoby (CMakoBi
no6askn abo 6apBHUKM) -
[lopgasaHHs, BUIyYeHHs abo 3amiHa
- OHOBIEHHSA cknagy (4ONOMiIKHMX
PEYOBMH) rOTOBOTO J1iKAPCLKOro
3ac06y LWsAXOM Bifo6paXeHHs
NPSIMOro BUKOPUCTaHHA «Pigment
suspension, yellow», «Pigment
suspension, white», «Pigment
suspension, red»; Bigo6paxeHHs
PO3YMHHVIKIB (€TaHO 3HEBOAHEHUIA,
i3onponinoswuii cnupT, Boga
ouyLLieHa) K OKPEMUX KOMMOHEHTIB
CyCMeHsili, a TaKoX OHOB/IEHHS
BiJOOPaKEHHS [OMOMDKHOT
PEYOBMHM CUNIKOHOBA NPOTUMIHHA
eMy/ibCisl, SKi 3aCTOCOBYOTLCS Y
BMPOGHULITBI /TiKAPCbKOro 3acoby
BO/IbTAPEH®, Tabnetku
racTpopesncTeHTHi no 50 mr.
KiHueBuiA cknaf NoKpUTTA Ta SKiCHO-
KiNbKICHUIA cknag, A0NOMIKHUX
PEYOBUH 3a/IMLLAIOTLCS 63 3MiH.
3MiHM BHECEHO B iHCTPYKLitO ANs
MeAMYHOro 3acToCyBaHHSA
niKkapcbKoro 3acoby y po3ain
"Cknag". BBegeHHs 3MiH MpoTArom
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
["OTOBWIA Nikapcbknit 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOrO NiKapCbKOro
3ac06y, BK/1HOHAKUN NPOMDKHWIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU
BUPOGHMLTBI rOTOBOrO NikapCbKoro
3aco6y (iHWwi 3mMiHKn) - He3HauHa
3MiHa y po3gini 3.2.P.3.2.Batch
Formula ansa posmipy cepii 339,473
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

Kr (1 578 945 TabneTok) Nnikapcbkoro
3acoby BO/IbTAPEH®, Tabnetkn
racTpopesncTeHTHI no 50 wr,
BiAMNOBIAHO 4O OHOB/EHOT
iHchbopmawii y posgaini
3.2.P.1.Description and Composition
of the Drug Product, a came
BUMNpPaB/IEHHS BigMIHHOCTEN Y
KiNTbKOCTAX AeAKNX KOMMOHEHTIB (Ha
TPEeTbOMY AEeCATKOBOMY 3HaKy) Mix
pO3paxoBaHOK peuenTypoto cepil Ta
peLenTypolo HaBeAeHo B
3aTBepLKeHoMy po3gaini 3.2.P.3.2.
Batch Formula. BusBneHi
PO36KHOCTi 3yMOB/EHi NepeBaxHO
OKPYTNIEHHSIM Y/ACNOBUX 3HAYEHb.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO NiKapCbKOro
3ac06y, BK/IHOHYAKUN NPOMDKHWIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU
BUPOGHMLTBI rOTOBOrO NikapCbKoro
3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - He3HauHa 3miHa y
npoueci BUPOBHULITBA FOTOBOIO
nikapcbkoro 3acoby, BO/IbTAPEH®,
TabneTkv racTpope3ncTeHTHi no 50
Mr, @ caMe A0faHO aslbTepPHATUBHWIA
CMocCi6 NPUroTyBaHHS CyCcneHsii
Cy6MnoKpUTTA Ta KO/IbOPOBOIO
noKpuTTS. BBEAEHHSA 3MiH NPOTAroMm
6-TV MICALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTiI.
[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa po3mipy cepil
(BkNtOYAKOUM Ajiana3oH po3mipy cepii)
roToOBOro NikapcbKoro 3acoby
(36inblueHHs Ao 10 pasiB NOpPIBHAHO
i3 3aTBEpAKEHMM PO3MipOM) - 3MiHa
po3Mipy cepii Ans go3ysBaHHsA 50 Mr
(3aTBEpPAXKEHO: 339.473 kg
(1,578,945 tablets); 3anponoHoBaHo:
339.473 kg (1,578,945 tablets) Ta




43 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

709.500 kg (3,300,000 tablets)).
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OOMOMIKXHMX peqyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
O0NYyCTUMUX MEX A1 AONOMDKHOT
PEeYOBUHY (BUMYYEHHS 3i
cneundikaLii He3Ha4YHOro NokasHuKa
(Hanpviknag 3actapinoro
nokasHuka)) - 3 cneumdikauii Ha
[0MOMDKHY peqyoBUHY CUMIKOHOBa
npoTtuniHHa emynbcis (Silicon
antifoam emulsion), sika
BUKOPWUCTOBYETLCA AK MiHOTACHUK Y
KMLLKOBOPO3UYMHHOMY MOKPUTTI
nikapcbkoro 3acoby BO/IbTAPEH®,
TabneTky racTpopesncTeHTHi no 50
Mr, BUIy4YEeHO nokasHuK «Water
content». BBefieHHA 3MiH NPOTAroM
6-TN MiCALIB Nic/1A 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTPOb fONOMIKHUX PEYOBUH.
3miHa napameTpiB cneuudikawlii
Ta/abo fonycTUMUX MeX NS
[0NOMDKHOT PeYOBMHM (iHLLI 3MiHK) -
3MiHa JonyCTUMUX MeX 3a
nokasHUKoM «pH» y cneuudikauii Ha
[0MOMDKHY peqyoBUHY CUMIKOHOBA
npoTtuniHHa emynbcis (Silicon
antifoam emulsion), sika
BUKOPWUCTOBYETLCA AK MiHOTACHUK Y
KMLLKOBOPO3UYMHHOMY MOKPUTTI
nikapcbkoro 3acoby BO/IbTAPEH®,
TabneTky racTpopesncTeHTHi no 50
mr, (3aTBepgxeHo: 4.0 — 5.0;
3anponoHoBaHo: 3.0 — 5.0).
BBeaeHHA 3MiH NPOTAroMm 6-Tn
MicsLiB NiC/A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
OOMOMDKHMX PevyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0MYCTUMMUX MEX A1 10NOMDKHOT
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
PEYOBUHM (3BYXKEHHS AOMYCTUMUX
Mex) - Y cneumdpikanii Ha
[OMOMiXHY pEeYOBUHY CUNIKOHOBA

nikapcbkoro 3acoby BOJIbTAPEH®,

npoTuniHHa emynbcis (Silicon
antifoam emulsion), sika
BUKOPWUCTOBYETLCA AK MIHOTACHUK y
KMULLKOBOPO34YMHHOMY MOKPUTTI

TabneTkv racTpope3ncTeHTHi no 50
M, 3BY)XEHO A0NYyCTUMI MexXi 3a
nokasHukom «Content of
Dimethylpolysiloxane»
(3aTBEpmxeHo: 17,0 — 22,0 %;
3anponoHosaHo: 17,0 — 19,5 %).
BBegeHHS 3MiH npoTsArom 6-tv
MicALiB nicnsa 3aTBepPMKEHHS. 3MiHU
| TMNy - 3MiHW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX pevoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
OONYCTUMUX MEX OJ151 AONOMIXHOT
peyoBMHM (SONOBHEHHS
cneuudikaLii HOBUM NMOKa3HUKOM 3
BiANOBiAHMM METO40M
BMNPO6YBaHHS) - Cneyudikaito Ha
[0MOMDXHY PeYOBUHY CUNIKOHOBA
npoTtuniHHa emynbcis (Silicon
antifoam emulsion), sika
BMKOPWCTOBYETLCA AK NMIHOTACHWK Y
KNLUKOBOPO34YMHHOMY MOKPUTTI
nikapcbkoro 3acoby BOJIbTAPEH®,
TabneTkn racTpopesncTeHTHi no 50
MF, [JONOBHEHO MOKa3HUKOM
«Viscosity», 3 BignoBigH1UM MeToA0M
BMNPOGYBaHHA Ta AONyCTUMUMMN
mMexamy 6000-30000 mPa-s.
BBeaeHHA 3MiH NPOTAroMm 6-Tn
MicsLiB NiC/A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PeqyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX A1 LONOMDKHOT
PeYOBUHM (iHLUI 3MiHK) -
MpuBeaeHHs KpUTepiiB

NPUAHSATHOCTI Ta BiANOBIAHMX




45 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

METO/AiB KOHTPOJ1t0 MiKPOBIONOrivyHOT
YMCTOTK 3a NOKa3HUKOM
«Microbiological purity» y
BiANOBIAHICTb A0 3arasibHUX cTaTel
3 Mikpo6ionorii Ph. Eur., USP Ta JP
y cneuudikauii Ta metogis
KOHTPOJII0 Ha [OMOMiXHY PEYOBUHY
CWNIKOHOBA MPOTUNIHHA eMy/bCis
(Silicon antifoam emulsion), sika
BUKOPWUCTOBYETLCA AK MiHOTACHUK Y
KMLLKOBOPO3UYMHHOMY MOKPUTTI
nikapcbkoro 3acoby BO/IbTAPEH®,
TabneTky racTpopesncTeHTHi no 50
Mr. BBeeHHS 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OOMOMIKXHMX peqyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
O0NYyCTUMUX MEX A1 AONOMDKHOT
peyoBUHY (iHLWI 3MiHK) - OHOBMEHO
po3gin 3.2.P.4 «KoHTponb
OOMOMDKHMX PEYOBUH», a came
[opaHo cneuudikauiio ans
nirMeHTHOT cymili «Pigment
suspension, white», sika
3aCTOCOBYETLCSA Ha CTagji NOKpUTTA
nif, Yyac BUPOBHULITBA JiKapCbKOro
3acoby BO/IbTAPEH®, Tabnetkn
racTpopesncTeHTHI no 50 wmr.
BBeaeHHA 3MiH NPOTAroMm 6-Tn
MicsLiB NiC/A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
OOMOMDKHMX PevyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMMUX MEX A1 LONOMDKHOT
pPeyoBUHY (iHLWLI 3MiHK) - OHOBNEHO
po3gin 3.2.P.4 «KoHTponb
[OMOMIXHUX PEYOBKH», a came
fopaHo cneuudikadiio ans
nirMeHTHOT cymiwi «Pigment
suspension, yellow» sika
3aCTOCOBYETLCA Ha CTafii NoKpUTTS
nig Yac BUPO6HMLITBA NiKApPCbKOro
3acoby BO/IbTAPEH®, TabneTku




46 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

racTpopesncTeHTHi no 50 mr.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OOMOMIKXHMX peqyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
O0NYyCTUMUX MEX A1 AONOMDKHOT
peyoBUHY (iHLWLI 3MiHK) - OHOBNEHO
po3gin 3.2.P.4 «KoHTponb
[OOMOMDKHMX PEYOBUH», a came
[opaHo cneuudikauiio ans
nirMeHTHOT cymili «Pigment
suspension, red» sika
3aCTOCOBYETLCSA Ha CTagji NOKpUTTA
nif, Yyac BUPOBHULITBA JiKapCbKOro
3acoby BO/IbTAPEH®, Tabnetkn
racTpopesnCcTeHTHI no 50 mr.
BBefeHHA 3MiH NPOTArom 6-Tn
MicsLiB NiC/A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
O0MOMDKHWX PevyoBUH. 3MiHa Y
mMeTogax BUNpobyBaHHA [OMNOMIDKHOI
peyoBUHM (IHLWi 3MiHW Y MeToaax
BMNPOGYBaHHSA (BK/THOYAKOUM 3aMiHY
abo gopaBaHHs)) - 3amiHa
3aTBEpAXEHOro MeToay
BMNPOGYBaHHSA 3a NOKa3HUKOM
«ldentification by IR spectrum» 3 IR
Spectroscopy Ha FT-IR
Spectroscopy (liquid) y cneundikauii
[IOMOMIXHOI Pe4OBMHM CUIKOHOBA
npoTuniHHa emynbcis (Silicon
antifoam emulsion). BBeAeHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b fONOMDKHUX PEYOBUH.
3MiHa y MeToziax BUNPO6YBaHHs
[0MNOMDKHOT peYOBUHY (HE3HAYHI
3MiHW Y 3aTBEPIKEHNX MeTofax
BMNPOGYBaHb) - 3MiHN A0
3aTBEPKEHOr0 MeTOAY
BUNPOOYBaHHA 3a NMOKa3HUKOM
«Content of Dimethylpolysiloxane» y
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

cneuuaikaLii 4ONOMIXHOI pevoBUHM
CWNiKOHOBA MPOTUNIHHA eMy/bCis
(Silicon antifoam emulsion)
(YTOUHEHHs onucy MeToauKy; 3aMiHa
PO3UYMHHKKA Y TECTOBOMY Ta
NOPIBHANBHOMY pO34MHaX; 3MiHa
dhasmn ans NpuUroTyBaHHA TECTOBOrO
PO34unHy). BBEAEHHS 3MiH NPOTArOM
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - AOMIHICTPaTUBHI
3MiHK. 3MiHa HaiMeHyBaHHs Ta/abo
afipecun MicLis NPOBaKEHHS
LisNbHOCTI BUPO6HMKaA (BKIKOUatoum,
3a HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/IH0 SIKOCTI), a60 BlacHuKa
MacTtep-cpaiina Ha Adl, abo
noctavanbHuka A®l/BrxigHoro
matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOGHMLTBI API (AKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei y 3aTBepKeHOMY
nocbke, abo BUPOOHMKA HOBOIT
[0MOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y AockE) - 3MiHa agpecu
BUPOGHMKa BUXIAHOT CUPOBUHN 2,6-
avxnopgndeHinaminy, Hetero Labs
Limited, India, wo
BUKOPWUCTOBYETLCA Y BUPOOHULITBI
Aitoyoi pevoBrHN Ad®| anknodeHak
HaTpilo y 3B’A3KY 3i 3MiHOIO Ha3BM
aAMiHICTpaTUBHOrO paioHy 3
«Visakhapatnam» Ha «Anakapalli».
3MmiHu | TUNY - AgMiIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusi NPOBaKEHHS
LiSTbHOCTI BUPOGHUKa (BK/THOYatoun,
3a HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/IIO SIKOCTI), a60 BlacHuka
MacTep-chaiina Ha Adl, abo
noctavanbHuka AP1/BUXigHOrO
martepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y
BUPO6HMUTBI A®PI (SKLLO 3a3HAYEHO
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

y [OCbE Ha nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpoNechbkili
hapmakonei y 3aTBepKeHOMY
[ocCbe, ab0 BUPOOHMKA HOBOI
[0MOMIXHOT PEYOBUHM (SKLLLO
3a3HayeHo y focbe) - 3MiHa agpecu
BMPOGHMKA BUXIAHOT CUPOBUHM 2,6-
avxnopandeHinaminy, Hetero Labs
Limited, India, wo
BMKOPVCTOBYETLCS Y BUPOBHULTBI
Aitoyoi pevoBuHN Ad®| auknodheHak
HaTpilo, a caMe OHOB/IEHO
KagacTposi (survey) Homepu
BMPOGHMWYOI AiNbHNLI Ta 4oAaHO
Ha3By cena Nallamattipalem go
agpecu nignpmemcTtaa. 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AisS/IbHOCTI BUPO6HMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
NpoBefileHHA KOHTPOSII0 AKOCTI), abo
BNacHuKa mactep-goaiisia Ha Adl,
abo noctavasbHuka A®l/BuxigHoro
mMartepiany/peareHTy/npoMiKHOro
NpoOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI A®I (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepKeHOMY
[ocCbe, ab0 BUPOOHMKA HOBOI
[0MOMIXHOT PEYOBUHM (SKLLLO
3a3HayeHo y focbe) - 3MiHa Ha3Bu
BMPOGHMKA BUXiAHOI CUPOBUHU
xfopaueTuaxnopuay, Wwo
BUKOPWUCTOBYETLCA Y BUPOOHULITBI
Aito4oi pevoBrHN Ad®| arknodeHak
HaTpito. 3MiHu | TMNY - 3MiHK 3
AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib fONOMIKHUX PEYOBUH.
3miHa napameTpiB cneuudikauiii
Ta/abo fonycTMMUX Mex As
[OMNOMDKHOT PEYOBUHY (BU/TyYEHHS 3i
cneuudikauii He3Ha4YHOro NokasHuka
(Hanpuknag 3actapinoro




JopaTka 3

49 IIpopoBxeHHs
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
nokasHuka)) - 3 cneyudikaii Ha
[0MOMDKHY PeYOBUHY CUNIKOHOBA

npoTtuniHHa emynbcis (Silicon
antifoam emulsion), sika
BUKOPWUCTOBYETLCA AIK MiHOTACHUK Y
KNLUKOBOPO34YMHHOMY MOKPUTTI
nikapcbkoro 3acoby BOJIbTAPEH®,
TabneTkn racTpopesncTeHTHi no 50
M, BUTy4eHO NnokasHuk «Content of
Silica». BBefeHHA 3MiH NPOTArom 6-
TN MiCALB NicNs 3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/b fONOMIKHUX PEYOBWH.
3miHa napameTpiB cneuudikawiii
Ta/abo fonycTMMUX MexX As
[OMOMDKHOT PEYOBUHY (BU/TyYEHHS 3i
cneuudikawii He3Ha4YHOro NokasHuka
(Hanpuknag 3actapinoro
nokasHuka)) - 3 cneyudikauii Ha
[OMOMiXHY pEeYOBUHY CUNIKOHOBA
npoTuniHHa emynbcis (Silicon
antifoam emulsion), sika
BUKOPUCTOBYETLCA AK MIHOTACHUK Y
KMULLKOBOPO34YMHHOMY MOKPUTTI
nikapcbkoro 3acoby BOJIbTAPEH®,
TabneTkv racTpope3ncTeHTHi no 50
MF, BUTyYEHO MOKa3HUK «Odours.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OOMOMIKXHMX peqyoBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
O0NYyCTUMUX MEX A1 AONOMDKHOT
PEeYOBUHY (BUMYYEHHS 3i
cneundikaLii He3Ha4YHOro NokasHuKa
(Hanpviknag 3actapinoro
nokasHuka)) - 3 cneumdikauii Ha
[0MOMDKHY peqyoBUHY CUMIKOHOBA
npoTtuniHHa emynbcis (Silicon
antifoam emulsion), sika
BUKOPWUCTOBYETLCA AK MiHOTACHUK Y
KNLUKOBOPO34MHHOMY MOKPUTTI

nikapcbkoro 3acoby BO/IbTAPEH®,

TabNeTKn racTpopesncTeHTHi no 50
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n/n

JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga

diroyoi

peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

13.

BOPUKOHAS3

voriconazo

MF, BUNYyYEHO MOKa3HWK «Heavy
metals as lead (Sulfide
precipitation)». BBegeHHs 3MiH
NpOTArom 6-Tu MicALiB nicas
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTPOb fONOMIKHUX PEYOBUH.
3miHa napameTpiB cneumdikawlii
Ta/abo fonycTUMUX MexX ANs
[0NOMDKHOT PeYOBMHU (BUTYYEHHS 3i
crneungikaLii He3Ha4YHOro NoKasHmKa
(Hanpviknag 3actapinoro
nokasHuka)) - 3 cneyudikadii Ha
[0MOMDKHY PeYOBUHY CUNIKOHOBA
npoTtuniHHa emynbcis (Silicon
antifoam emulsion), sika
BUKOPWUCTOBYETLCA AIK MiHOTACHUK Y
KNLUKOBOPO34YMHHOMY MOKPUTTI
nikapcbkoro 3acoby BOJIbTAPEH®,
TabneTkn racTpopesncTeHTHi no 50
M, BUy4eHO nokasHuk «Total lead
and copper (X-ray fluorescence)».
BBefeHHs 3MiH NpoTArom 6-Tu
MicsLIB MiC/1A 3aTBEPKEHHS

Ol AKKOPJ,

le

BOPUKOH
ason

JO2AC
03

TabneTkun, BKPUTI
NiBKOBOO
060/10HKO, NO
200 mr; no 14
Tabnetoky
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHIN navuj

Akkoppg,
Xernckea
C.JLY.

IcnaHis

BMPOGHMLITBO
NiKapcbKoro 3acooy,
nepBUHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
cepii: IHTAC
SAPMACBIOTIKAN
C NIMITEL, IHgis;
AinbHUUA 3
KOHTPOJTH0 SIKOCTI:
ACTPOH PECbOPY

NIMITEA, Benvka

IHpis/
Benuk

Bputa
Hisi/
MasibT

ITania/
Monb

wa

BHECEHHS 3MiH 1O peecTpavLiitHnx
mMaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEeHUX AaHnx Npo
cuctemMy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHMX Mpo
cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOI 0co6y,
BiJNOBIAANbHOI 3@ 3MjACHEHHS
hapMakoHarss4y; KOHTaKTHOI 0cobu
3 (papMakoHarnagy 3asBHuka gns
3[jilicCHeHHs hapmakoHarnagy B

3a
peuyenmom

BpuTaHisi; YKpaiHi, SIKL0 BOHa BigMiHHa Bif
OinbHMUSA 3 YNOBHOBaXEHOI 0co6Y,
KOHTPOJIHO AKOCTI: BiiNOBIAANbHOI 3@ 3MjACHEHHS
dapmagokc hapmakoHarnagy (Bkiovarun
Xenckea /1T4., KOHTaKTHi AaHi) Ta/abo 3MiHn y
MasibTa, po3MmilLeHHi MacTep-haiina cuctemu
[oJaTKoBa AisbHMUSA hapmakoHarnagy) - 3miHa
3 NEPBMHHOrO Ta YNOBHOBaXXeHOT 0CO6M 3asBHUKA,
BTOPVHHOIO BiAANOBIAa/ILHOI 3a thapmakoHarnsg.

UA/20312/01/01




51 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
nakyBaHHs: AKKOP/[ [itova pepakuia: Apnetta
XEJICKEA NIMITEL, BepuHcbka / Arletta Werynska.
Benuka BputaHis; MponoHoBaHa pegakuis: Arata
[ofaTkoBa AifibHUUSA leiiceBny / Agata Gesiewicz. 3miHa
3 BTOPUHHOTO KOHTaKTHUX AaHUX YNOBHOBaXEHOT
nakyBaHHs: oco6w, BignoBigasibHOI 3a
AKKOP[-tOKEW chapmakoHarnsg.
NIMITEA, Benuka
BpuTatis;
fopatkoBa finbHULUA
3 BTOPUHHOTO
nakysaHHsa: A4/
CAIMI YEWNH
(Itanis) CNA, ITanis;
BiANOBiAa/IbHWIA 3a
BUNYyCK cepil:
AKKOP/, XE/ICKEA
NIMITEL, Benvka
BpuTaHis;
AKKOpA, Xernckea
Moncka Cn. 3 0.0.,
MonbLua
14. | BOPUTAB®-2 | voriconazo | BopukoH | JO2AC | TabneTku, BKpUTI OPIrAHO OAE EBepTogxeH Jaiidy IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/10647/01/01
00 le ason 03 NNiBKOBOIO CUWH CaeHcus Jlimiteq mMaTtepianis: 3miHu | TUNY - 3MiHK peyenmom
060/10HKOI0, MO NANDCA wofo 6e3nekn/edekTMBHOCTI Ta
200 wmr; no 10 EHCUN3 hapmakoHarnisgy. BeegeHHs abo
Tabnetoky (E® 3ET ) 3MiHW [0 y3arasibHeHWX JaHux npo
6nictepi; no 1 cuctemy thapmakoHarnsay
6nictepy y (BBEAEHHSA y3araslbHEHUX AaHUX MPO

KapTOHHI Kopo6Li

cuctemy hapmakoHarnsagy, 3amiHa
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarisgy B
YKpaiHi, AKLO0 BOHa BigMiHHA Bif,
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnagy (Bkiovarouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6w, BignoBigasIbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHchopmauii LLIOA0 KOHTaKTHOT 0cobu
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IIpopoBxeHHs

n/n

Ha3ssa

JliKapcbKO20

3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

3as1BHVIKa, BignoBiganbHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHsA MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSbHOCTI 3 hapmakoHariagy.

15.

0

BOPUTAB®-5

voriconazo
le

BOPVIKOH
ason

JO2AC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, N0 50
mr; no 10
Tabnetoky
6nictepi; no 1
6nictepy y
KapTOHHIA Kopo6Li

OPTrAHO
CWH
NANSCA
€HCN3
(E® 3ET)

OAE

EBepTogxeH Jaiidy
CaeHcus JlimiTeq

IHais

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMatepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO
cuctemy hapmakoHarnsagy, 3amiHa
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarnsgy B
YKpaiHi, AKLO0 BOHa BigMiHHA Bif,
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
chapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6w, BignoBigasIbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHchopmaLii LLLOA0 KOHTaKTHOT 0cobK
3as1BHMKA, BiAMNOBIAA/IbHOI 32
3[jiCHEeHHSI hapmakoHarnsgy B
YKkpaiHi Ta Il KOHTaKTHUX JaHUX.
3MiHa MicLle3Hax0oMKEHHSI MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa MicLs 34iiCHEHHS OCHOBHOT
AiSIbHOCTI 3 hapmakoHarisgy.

3a
peyerimom

UA/10647/01/02

16.

®

FEPLENTUH

trastuzum
ab

TpacTysy
mab

LO1FD
01

niocpinizat gns
KOHLeHTpaTy Ans
pO34nHy Ans
iHpysiii no 440 wmr;
niogpinisat gns
KOHLeHTpaty Ans
pO34nHy Ans

iHpy3iil y chnakoHi,

TOB
«PoLwu
YkpaiHa»

YkpaiHa

Brpo6HMLTBO
Hepo3chacoBaHoi
NpoAyKLii, NepBuUHHe
nakyBaHHsl,
BMNPOGYBaHHSA
KOHTPO/IIO AKOCTI
(TiNbKM
CTEPU/IBHICTb Ta

CLUA/
Himeuy
ynHa/
LBeli
Lapis

BHECEHHS 3MiH 0 peecTpaLiiiHux
marepianis: 3miHu Il Tvny - 3miHK 3
akocTi. A®l. MpoekTHWiA NpocTip Ta

nicnspeecTpauiiHnii NPOTOKO
ynpasniHHA 3MiHaMW. BHeCEHHSA 3MiH
y nicnspeecTpavyiiiHin NPOTOKON
ynpas/iHHA 3MiHaMy ansa AdI.

BrnpoBapKeHHs1 NPOTOKOY

3a
peyenmom

UA/13007/01/02




53 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
pasom 3 20 mn MeXaHiuHi ynpaBniHHA 3MiHaMu nicns
PO3UMHHMKA BK/TIIOYEHHS): 3atBepaxeHHs (PACMP) 3 meToto
(PO3UMHHUK: [bkeHeHTeK IHK., [ofaBaHHA aflbTePHATUBHOIO
b6akTepiocTaTnyHa CLWA; [xeHeHTeK MeTogy iaeHTudikaLji nig vac
BOAA ANS iH'eKLin IHK., CLUA; BMNpPOGYyBaHb Ha BUMYCK —
20 M7, Wo mMicTUTb Bnpo6HuuTBO nenTWAHOro KapTyBaHHSA 3
1,1% 6€eH31N0BOro Hepo3chacoBaHol BUKOpUCcTaHHAM Lys-C Ta mac-
cnupTy Ta Boay npoAykKLii, NnepsuHHe cnektpomeTpuyHoro (MC)
ANs iH'exuii) y nakyBaHHs, [eTeKTyBaHHS /11 aKTUBHOIO
dhnakoHi B BMNPOGYBaHHSA hapMaLeBTUYHOrO IHrpeieHTa Ta
KapTOHHI Kopo6Lii KOHTPOJIHO SIKOCTI: NPOMDKHUX aHTUTIA. 3MiHu || Tuny -
Pow fiarHocTtuke 3MiHM 3 sKoCTi. [0TOBWIA NikapCbkuii
v6X, HimeuunHa,; 3aci6. MpoekTHWi npocTip Ta
BTopuHHe nicnsipeecTpauiiHnii NPOTOKON
nakyBaHHs, ynpaBniHHA 3MiHaMW. BHeceHHSs 3MiH
BUNPOOYBaHHA nicnsa 3aTBepkKeHHs MPOTOKOsY
KOHTPO/IHO SKOCTI, ynpaBAiHHA 3MiHaMK A1 FOTOBOTO
BWMNYCK cepil: nNikapcbKoro 3acooby .
®.XohpmaHH-/1a BnpoBapKeHHs1 NPOTOKONY
Pouw flTg, ynpasiHHA 3MiHaMK nicns
LLiBefiuapis; 3aTtBepaxeHHst (PACMP) 3 meToto
PO34YMHHWK: [ofaBaHHA aflbTepPHATUBHOIO
Brpo6HMLUTBO mMeToay iaeHTudikauii rotosoi
Hepo3dacoBaHoi npoAykKuii npw ii BUNycky —
NPOAYKLUiT, NepBUHHE nenTuAHOro kKaptysaHHA Lys-C 3
nakyBaHHs, MC-feTekTyBaHHAM
BTOPWHHE
nakyBaHHsl,
BMNPOGYBaHHSA
KOHTPO/IHO AKOCTI,
BUNYCK cepil:
®.XothpmaHH-/15
Pow 114,
LLieiiuapis;
Brpo6HMLTBO
Hepo3dacoBaHoi
NPOAYKLUiT, NepBUHHE
nakyBaHHs,
BMNpPOGYBaHHSA
KOHTPO/IHO AKOCTI:
3irdpig MamensH
'mM6X, HimeyunHa
17. | TEPUENTUH trastuzum | Tpacty3dy | LO1FD | niocpinisat gns TOB YkpaiHa Brpo6HMuTBO CLUA/ BHECEHHS 3MiH 1O peecTpavLiitHnx 3a UA/13007/01/01
® ab Mab 01 KOHUEHTpaTy gns «Poww Hepo3chacoBaHoi Himeuy MaTepianis: 3miHu Il Tuny - 3MiHM 3 | peyenmom
pPO34unHy Ana YKpaina» NPOAYyKLUiT, NepBNUHHE ynHa/ akocTi. A®I. MpoekTHWiA NpocTip Ta
iHpysiii no 150 mr, nakyBaHHs: Lseit nicnsipeecTpauiiinii npPOToKos




Mmr, rno 16 cawe B
KapTOHHI kopooLj

hapmakoHarnsagy (iHwi 3miHu) -
3MiHV BHECEHO B iHCTPYKLit0 ANs
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"MpoTmnokasaHHA", "B3aemogis 3
iHWMMK nikapcbkuMK 3acobamu Ta
iHWi BMAW B3aemogiii", "Oco6nmBocCTi
3aCTOCyBaHHSA" "3acTocyBaHHs y
nepiog BaritHocTi abo rogyBaHHs
rpygar” (ZogaHo nigposgin
"®epTunbHICTL") Ta
"Mepeno3yBaHHA" BigNoOBIAHO A0

54 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
niocpinizat gns [bkeHeHTek IHK., ynpasBAiHHA 3MiHamMW. BHECEHHS 3MiH
KOHUeHTpaTy ans CLUA; Brpo6H1LTBO y nicnApeecTpavyiiiHiin NPOTOKON
pOo3uunHy Ana Hepo3dacoBaHoi ynpaBniHHA 3MiHaMu ana Adl.
iHpy3iii y hnakoHi, NPOAYKLUiT, NepBUHHE BnpoBapKeHHs1 NPOTOKONY
no 1 donakoHy B nakyBaHHs, ynpasiHHA 3MiHaMK nicns
KapTOHHIA KOpo6Li BTOPUHHE 3aTtBepaxeHHst (PACMP) 3 meToto
nakyBaHHsl, [ofaBaHHA aflbTepPHATUBHOIO
BMNPOGYBaHHSA mMeToay iaeHTudikauji nig vac
KOHTPO/IHO AKOCTI, BUNPOOYBaHb Ha BUMYCK —
BUNycK cepii: Poww nenTUAHOro KapTyBaHHSA 3
[iarHocTuke MmoéX, BMKOpUCTaHHAM Lys-C Ta mac-
HimeuyumnHa; cnektpomeTpuyHoro (MC)
BTopuHHe [eTeKTyBaHHA [N aKTUBHOIO
nakyBaHHs, hapmaLeBTNYHOrO iHrpedieHTa Ta
BMNpPOGYBaHHSA NPOMDKHUX aHTUTIA. 3MiHu Il Tvny -
KOHTPOJIH0 SIKOCTI, 3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii
BWMNYCK Cepil: 3aci6. MpoekTHW npocTip Ta
®.XohpmaHH-/15 nicnspeecTpauiiHnii TPOTOKO
Pow Nta, ynpasBAiHHA 3MiHamMW. BHECEHHS 3MiH
LLIseliyapis nicna 3aTBEPMAKEHHS MPOTOKO/TY
ynpasniHHA 3MiHaMKN 4151 TOTOBOrO
nikapcbKoro 3acoby .
BnpoBagKeHHss NpOTOKONYy
ynpaBniHHA 3MiHaMK nicns
3aTBepmkeHHs (PACMP) 3 meTot0
[0[aBaHHsA anbTepHaTUBHOIO
MeToay iaeHTudikauii rotosoi
npoAyKuii npu i BUNycky —
nenTuaHoro kaptysaHHA Lys-C 3
MC-feTekTyBaHHAM
18. | NMAPACEK racecadotr | pauekag | AO7XA | rpaHynu gns ABGOTT Himeuun CodpapTekc BHECEHHS 3MiH 1O peecTpavLiitHnx 6e3 He UA/13273/01/01
il oTpwn 04 opasibHOT JlabopaTto Ha martepianis: 3miHu Il Tuny - 3miHn peuyenma | nidnse
cycneHsii no 10 pi3 M'M6X Loao 6e3nekn/edeKTUBHOCTI Ta ae

OHOB/IEHOT iHdopMaLlii o0
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

6e3nekn 3acToCyBaHHs NiKapCbKoro
3acoby. BBefeHHs 3MiH NpoTSArom 6-
TN MiCALB Nicns 3aTBEpPAKEHHS.

19.

FAPACEK

racecadotr
il

palekag
oTpun

AO7XA

rpaHyv ans
opasibHOI
cycneHsii no 30
Mmr, no 16 catule B
KapTOHHI kopooL;

A660TT
JlabopaTto
pi3 M'M6X

Himeyun
Ha

CodghapTekc

®paHy,

BHECEHHS 3MiH 1O peecTpavLiitHnx
martepianis: 3miHu Il Tuny - 3miHn
Lwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu) -
3MiHV BHECEHO B iHCTPYKLit0 ANs
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"MpoTmnokasaHHA", "B3aemogis 3
iHWMMK nikapcbkuMK 3acobamu Ta
iHWi BMAW B3aemogiii", "Oco6nmBocCTi
3aCTOCyBaHHSA" "3acTocyBaHHs Y
nepiog BariTHocTi abo rogyBaHHs
rpygar” (ZogaHo nigposgin
"®epTunbHICTL") Ta
"Mepepo3yBaHHA" BigNoOBIAHO A0
OHOB/IEHOT iHdopMaLlii Wo0
6e3nekun 3aCToCyBaHHA NiKapCbKoro
3acoby. BBegeHHs 3MiH NpOTAromM 6-
TN MicALiB NicNs 3aTBepAKEHHS.

6e3
peyenma

nionsie
ae

UA/13273/01/02

20.

FAPACEK

racecadotr
il

pauekas
oTpun

AO07XA
04

Kancynm Tepgi no
100 wr; no 10
Kancyny énictepi;
no 1 6nictepy B
KapTOHHI KopooLli

ABGOTT
Na6opato
pi3 M'M6X

Himeuun
Ha

CodpapTekc

®paHy,
in

BHECEHHS 3MiH 40 peecTpaLiiHnX
martepianis: 3miHu Il Tuny - 3miHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu) -
3MiHM BHECEHO B iHCTPYKLtO ANs
MeAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby [0 po3ainis
"MpoTunokasaHHs", "B3aemopis 3
HLWMMK NikapcbknMK 3acobamu Ta
iHWi BnAn B3aemogiin”, "OcobamBocTi
3aCTOCyBaHHSA" "3acTocyBaHHs y
nepiog BaritTHocTi abo rogyBaHHs
rpyaar” (nogaHo nigposgin
"®epTunbHIiCTb") Ta
"Mepepno3ysaHHA" BIANOBIAHO A0
OHOB/IEHOT iHdhopMaLii Woao
6e3nekn 3acToCyBaHHA NiKapCbKoro
3acoby.
BBefeHHs 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs.

6e3
peyenma

nionse
ae

UA/13273/02/01

21.

FAPOKCUKA
PBAMIJ-
BICTA

hydroxyca
rbamide

riApoKcK
Kapb6ami

a

LO1IXX
05

Kancynu no 500
Mmr; no 10 kancyny
6nictepi; no 10
6nicTepis y

Mictpan
Kenitan
MeHeaxm
EeHT

AHrniA

[Nlesa Xonginr A.LLL.

Typeu
YnHa

BHECEHHS 3MiH 1O peecTpayiitHnx
mMarepianis: BUMPaBAEHHS TEXHIYHOI
NOMUIKK 3rigHo N. 2.4 po3gainy VI
Haka3y MO3 Ykpainu Bia

3a
peyerimom

UA/18217/01/01




56 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
KapTOHHI KOpo6Lii NimiTen 26.08.2005p. Ne 426 (y pegakuii
Haka3y MO3 Ykpainu Big 23.07.2015
p Ne 460), L0 NoB’sA3aHO i3
HEeKOPEKTHUM NepeHeCeHHsM
iHchopmawii i3 opuriHanbHNX
marepianis BUPOGHMKA B METOAML
KiNIbKiCHOrO BU3HaYEHHS
rigpokcukapbamigy, a came He 6yno
3a3HaveHo pyxomy casy B MKA N13.
3asHaueHe BUNpaB/ieHHs Bignosigae
mMaTepianam peecTpawiiHoro gocke
(po3gin 3.2.P.5.2. AHaniTn4Hi
METOAUKM).
22. | TIHEKUT® - 1 - TabneTkn, BKPUTI OPIrAHO OAE EBepTomxeH Jaiidy IHais BHECEHHS 3MiH 40 peecTpaLiiHNX - UA/8793/01/01
Tabnetk NNiBKOBOIO CUH CaeHcus Jlimiteq mMatepianis: 3miHu | TUNY - 3MiHn
a 060/10HKOI, MO 1 1 NANDCA wofo 6e3nekn/edekTMBHOCTI Ta
MIiCTUTb: + Tab1eTKN, BKPUTI EHCUN3 hapmakoHarnisgy. BeegeHHs abo
asnTpom NNiBKOBOIO (E® 3ET ) 3MiHW [0 y3arasibHeHWX JaHux npo
iLUHY 060/10HKOI, MO 1 1 cuctemy thapmakoHarnsay
avrigpat + Tabnetkn no 150 (BBEAEHHSA y3araslbHEHUX AaHUX MPO
; mr; in bulk: no cuctemy hapmakoHarnsagy, 3amiHa
Tabnetk 5000 TabneTtok YMNOBHOBaXeHOT 0cobu,
a a3nTPOMILNHY, BiANOBIAA/IbHOT 32 34iNCHEHHS
MICTUTb: 5000 TabneTok thapmakoHarnsay; KOHTakTHOT 0cobu
cekHigas cekHigasony, 5000 3 (hapmakoHarnsay 3asBHuKa A5
on; 1 TabneTok 3iiCHEHHS hapmakoHarisgy B
Tabnetk donykoHaszony B YKpaiHi, AKLO0 BOHa BigMiHHA Bif,
a nakeri YMNOBHOBaXeHOT 0cobu,
MIiCTUTb: BiANOBIAA/IbHOT 32 34iNCHEHHSA
doNyKoH chapmakoHarnagy (Bkiovarouu
ason KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6w, BignoBigasIbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHchopmauii LLLOA0 KOHTaKTHOT 0cobK
3as1BHMKA, BiAMNOBIAA/IbHOI 32
3[jiCHEeHHSI hapmakoHarnsgy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLle3Hax0oMKEHHSI MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa MicLs 34iiCHEHHS OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsgy
23. | ITHEKUT® - 1 GO1A TabneTku, BKPUTI OPIrAHO OAE EBepTomxeH Nalid IHais BHECEHHS 3MiH 0 peecTpaLiiiHux 3a UA/8792/01/01
TabneTk NAiBKOBOO CWVH CaeHcus Jimiteq marepianis: 3miHu | Tuny - 3miHn peyenmom




57 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
a 060/10HKOI, MO 1 1 NANDCA wofo 6esnekn/edeKTMBHOCTI Ta
MICTUTb: + TabneTKn, BKPUTI E€HCIN3 hapmakoHarnsgy. BeegeHHs abo
asnTpom NiBKOBOO (E® 3ET 1) 3MiHM [0 y3araslbHEHUX AaHuX Npo
iLUHY 060/10HKOI, MO 1 1 cuctemy thapmakoHarnsgy
avrigpat + Tabnetkn no 150 (BBEAEHHSA y3araslbHEHUX AaHUX MPO
; Mr; KOMOi- cucTemMy chapmakoHarnsgy, 3amiHa
Tabnetk ynakoska Ne 1: no yMOBHOBaXeEHOI 0cobu,
a 1 tabnetuyj BiANOBIAANbHOI 3a 34iiCHEHHSA
MICTUTb! asnTpoOMILuHY, 2 thapmakoHarnsay; KOHTakTHOT 0cobu
cekHigas TabneTkn 3 (hapMakoHarnagy 3asBHuka ons
on; 1 cekHigasony, 1 3[jiCHEeHHs hapmakoHarnsgy B
Tabnetk Tabnetuyi YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
a chnykoHasony y YNOBHOBaXXEHOI 0CO6U,
MICTUTb: 6nictepi; no 1 BiANOBIAANIbHOI 3a 34iiCHEHHSA
h/TyKOH 6nictepy B thapmakoHarnsagy (Bko4aroum
ason KapTOHHII nauui; KOHTaKTHI faHi) Ta/abo 3MiHn y

Kombi-ynakoska Ne
5: no 1 Tabnetui
asnTpoMiILnHY, 2
TabneTku
cekHigazony, 1
Tabnetui
donykoHasony y
6nictepi; no 1
6nictepy B
KapTOHHI nayu;
no 5 nayok y
naui; Komobi-
ynakoska Ne 1: no
1 Tabnetuj
asnTpoMILnHY, 2
TabneTku
cekHigazony, 1
Tabnetui
donykoHasony y
cTpuvni; no 1
cTpuny B
KapTOHHI nayu;
Kombi-ynakoBka Ne
5: no 1 Tabnetui
asuTPOMILMHY, 2
TabneTkn
cekHigasony, 1
Tabnetuyi
dhykoHasony y
cTpuni; no 1

PO3MiLLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI
ocobw, BiANoBigaIbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHbopMmaLii o0 KOHTaKTHOT 0co6U
3asBHVIKa, Bi4NOBiAaNbHOI 3a
3[jiCHeHHs1 hapmakoHarnsgy B
YKpaiHi Ta 1i KOHTaKTHUX JaHUX.
3MiHa MicLle3Hax0MKEHHSI MacTep-
haiina cuctemy hapmakoHarnagy.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarnsgy




donakoHi; no 1
h1akoHy y nauuj

napameTpax crneuudikauii Ta/abo
JONYyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUXIAHUA/NPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYIOTbCS Y NpoLeci
BMPO6HULTBA AP| (JONOBHEHHS
crneundikauii HOBUM MOKa3HMKOM
SAKOCTi Ta BiANOBIAHUM METO40M
BUNpoOYBaHHSA) fA0AaBaHHA HOBOro
nokasHuka «beHson» Ha A®I
TpasonpocT Ao crneyndikauii Ta
aHaniTUYHOI MeToAMKN. 3MiHu | Tuny
- 3MiHM 3 sikocTi. ADI. KoHTponb
A®l. 3miHa y MeTodax
BunpobysaHHA APl abo BUXiAHOrO
mMartepiany/npomiKHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECi
BUpo6HMUTBa ADI (iHLWIi 3MiHK Y
mMeTogax BUNpobyBaHHA
(BK/TOYat0uM 3amiHy abo
[0NoBHeHHS) Ad| abo
BUXiZAHOrO/NPOMIXHOTrO NPOAYKTY)
BHECEHHS 3MiH 0 MeToziB
KOHTPO/I0 38 NOKA3HVKOM
«3aNNLLKOBI OpPraHiyHi PO3YNHHUKIN
Ta flofaBaHHAM NocunaHHa Ha €EP*
Ta po3gin 2.2.46 y cneumdikauiio Ha
A®| TpasonpocT. 3MiHu | Tuny -
3MiHn 3 aKkocTi. A®I. KoHTponb AdI.
3MiHa y MmeTogax BunpobyBaHHst AdI
abo BuUxigHoOro
marepiany/npomMixxHOro
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECI
BMPOGHULTBA AP (iHLWI 3MiHN Y
MeToZax BUNpPOoOyBaHHSI
(BKTHOYatoUM 3amiHy abo

58 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
cTpuny B
KapTOHHI nayu;
no 5 na4ok y nauui
24. | TNAYTAH travoprost | Tpasonp | SO1EE | kpanni ouHi, 0,04 AT YkpaiHa AT "®apmak” YkpaiH BHECEHHS 3MiH 1O peecTpavLiitHnx 3a UA/14725/01/01
ocT 04 mr/mn, no25mny | "®apmak” a mMartepianis: 3miHu | Tuny - 3MiHK 3 peyenmom
AKoCTi. A®Il. KoHTponb A®L. 3miHa y

[0onoBHeHHs) APl abo




JopaTka 3
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

BUXIAHOTO/NPOMIXXHOTO NPOAYKTY)
3MiHa 3asB/1eHa y 3B's13Ky 3
BHECEHHSIM 3MiH 40 MeTofiB

KOHTposito A®I TpaBonpocT 3a
noKasHUKOM «laeHTudikauis». 3MiHun
| Tuny - 3miHK 3 AkocTi. ADI.

KoHTposnb A®I. 3miHa y meToAax

BMNpo6yBaHHA A®Il abo BUXigHOrO

matepiany/npoMixHOro
npoAayKTy/peareHTy, Lo
BMKOPVCTOBYETbLCS Y NPOLIEC
BMPOGHMLTBA ADI (iHLWi 3MiHN Y
MeToAax BUNpobyBaHHSA
(BKTrOYatouM 3amiHy abo
[OnoBHEHHsA) AdD| abo

BUXIAHOTO/NPOMIXXHOTO NPOAYKTY)
3MiHa 3as1B/1eHa y 3B'sI3Ky 3
BHECEHHSIM 3MiH 40 MeTofiB

KOHTposito A®I TpaBonpocT 3a
nokasHNKoMm «KinbkicHe
BU3HAYEHHS».
3MiHu | TUNY - 3MiHK 3 AKoCTi. AdI.

KoHTponb A®I. 3miHa y meTogax

BMNpo6yBaHHA A®I abo BUXigHOrO

mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BUpO6HMUTBa AP (iHLLI 3MiHK Y
MeToAax BUNpPo6yBaHHS
(BKTrOYatoUM 3amiHy abo
[onoBHeHHs) APl abo

BWXi4HOro/MPOMKHOro NPoAyKTY)
3MiHa 3asBneHa y 3B’A3Ky 3
BHECEHHSM 3MiH 0 MeTofiB

KOoHTposito A®| TpaBonpocT 3a
NnoKasHUKOM «CynpoBigHi LOMILLKN».
3MiHu 1l TUnNy - 3MiHK 3 AkocTi. ADI.

(iHLWi 3MiHW) HafaHHS OHOBNEHOI
Bepcii DMF, date 2025/03/21

BUpo6HMKOM Industriale Chimica,

s.r.l., Italy Ha A®| TpaBonpocrT.
[itoua pepaxuis - DMF, date
2014/02/03. NponoHoBaHa pefakLis
- DMF, date 2025/03/21.

25.

FNIBEK®

imatinib

iMaTuHIO
y

LO1EA
01

TabneTku, BKpUTI
N1iBKOBOO

HosapTic
Papma Al

LBelina
pist

KOHTPO/Ib SIKOCTI
(4acTkoBUiA):

Lseit
uapis/

BHECEHHS 3MiH 0 peecTpaLiiiHuX
marepianis: 3minu Il TUny - 3MiHn

3a
peyenmom

He
nionsie

UA/9469/01/01




60 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
mesnnat 060/10HKOI0, N0 HosapTic ®apma Himey wofo 6esnekn/edeKTMBHOCTI Ta ae
100 wmr, no 10 LTeliH AT, ynHa/ hapmakoHarnsgy. 3MiH1 y KOpoTkili
Tabnetoky LLiBefiuapis; CnoBe | xapaKTepucTuli MikapcbKoro 3acoby,
6nicTepi; no 6 BUPOGHMLTBO 3a Hist TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
6nictepis B NMOBHUM LMK/TOM: MeANYHOro 3aCTOCYBaHHSA Y 3B’A3KY
KopooLi HoapTic ®apma i3 HOBUMM A@HVMU 3 SKOCTI,
MpopgakiiH MvbX, OOKNIHIYHUMMN, KNIHIYHUMW JaHMK
HimeuumnHa; Ta gaHumu 3 dpapmakoHarnsgy -
nepBuHHE, BTOPUHHE 3MiHN BHECEHO B iHCTPYKLiO AN
nakyBaHHs, BUNYCK MeAMYHOro 3acToCyBaHHA
cepii: niKapcbKoro 3acoby Ao posainy
Nek "B3aemogis 3 iHWVMU fliKkapcbKnMn
PapmacbloTUKanc 3aco6amMu Ta iHLWi BUAY B3aemogiii",
4.4., BApo6HMya a TakoX pegaroBaHo po3gin "Cknag”
AinbHnus Nlenpasa, (3a3HayeHo Has3By [il040l peYOBUHN
CnoBeHis; YKpaiHCbKOI MOBOI0). BBeeHHSA
BMPOGHMLTBO, 3MiH NnpoTarom 6 micsauiB nicns
nepBUHHe Ta 3aTBEPAKEHHSA
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
(4acTkoBMiA), BUNYCK
cepii:
HoBaprTic
PapmacbioTuKan
MaHyhakTypiHr
NNC, Cnosenis;
KOHTPO/b SIKOCTI
(4acTkoBUiA):
Nex
PapmacboTrKanc
0.4., CnoseHis
26. | MMIBEK® imatinib iMaTuHi6 | LOLEA | Tabnetku, BKpUTI HosapTic LBeiua KOHTPO/b AKOCTI LBeit BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a He UA/9469/01/02
y 01 NiBKOBOIO dapma Al pis (4acTkoBwUiA): uapis/ marepianis: 3minu Il TUNYy - 3MiHK peyenmom | nionse
mesnniaT 060/10HKOHO, MO HoBapTic ®apma Himeuy oo 6e3nekn/edekTMBHOCTI Ta ae
400 wr, no 10 LLTeliH AT, ynHa/ thapmakoHarnsgy. 3MiHU y KOpOTKili
Tabnetoky LLieiiuapis; CnoBe | xapakTepucTuLi nikapcbKoro 3acoby,
6nictepi; no 3 BMPOBHMUTBO 3a Hist TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
6nictepu B MOBHUM LK/IOM: MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY
Kopoo6Li HosapTic ®apma i3 HOBUMM [i@HNMU 3 SKOCTI,

MpopgakwwH MvéX,
HimeuuunHa;
nepBrHHE, BTOPVHHE
nakyBaHHs, BUNYyCK
cepii:

Jlek

OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK
Ta AaHumu 3 hapmakoHarnsgy -
3MiHM BHECEHO B iHCTPYKLO ANs

MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby A0 po3giny

"B3aemogis 3 iHWMMU SliKapCbKUMM




61 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
PapmacbloTUKanc 3aco6amu Ta iHLWi BUAY B3aemogiii",
4.4., BApo6HMua a TakoX pegaroBaHo po3gin "Cknag”
AinbHnusa Nlenpasa, (3a3HayeHo Has3By [il040l peYOBUHN
CnoBeHis; YKpaiHCbKOI MOBOI0). BBeeHHSA
BMPOGHMLTBO, 3MiH NnpoTarom 6 micsauiB nicns
nepBUHHe Ta 3aTBEPAKEHHSA
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
(4acTkoBMiA), BUNYCK
cepii:
HoBaprTic
PapmacbloTuKan
MaHyhakTypiHr
NNC, CnoseHis;
KOHTPO/b SIKOCTI
(4acTkoBUiA):
Nek
PapmacboTrKanc
0.4., CnoseHis
27. | BAKAPBA3U dacarbazi pakap6a | LO1AX | nopoluok gns Mepak Himeyun BTopuHHe Himeuy BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a UA/6987/01/02
H MEAAK ne 3UHY 04 npuroTyBaHHsA lesenblua Ha nakyBaHHs, ynHa/ marepianis: 3miHu | Tuny - 3mMiHK peyenmom
uutpat PO34MHy oNs T hrop MapKyBaHHS, Yecbk oo 6e3nekn/edekTMBHOCTI Ta
iH’exuili abo KniHiwe KOHTPO/Ib Ta BUMYCK a thapmakoHarnsgy. BeegeHHs abo
iHpy3iii no 200 mr, | LUneuianb cepii: Mepak Pecny 3MiHV [0 y3araslbHEHUX AaHuX npo
10 chnakoHiB 3 npenapat esenbwadT throp 6nika cuctemy thapmakoHarnsgy
MOPOLLKOM Y e M6X KniHiwe (BBEAEHHSA y3ara/lbHEHVX AaHUX NPO
KOpo6Lii 3 KapTOHY Lneujansnpenapat cucTemy thapmakoHarnagy, 3amiHa

e M6X, HimeuunHa;
Bupo6HuLTBO “in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHsl,
MapKyBaHHA Ta
KOHTPO/b Cepil:
OHKome[,
MeHblohekyepiHr
a.c., Yecbka
Pecny6nika;
Bupo6HuLTBO "in
bulk", nepBnHHe
nakyBaHHS Ta
KOHTPO/b cepii:
OHkoTek ®apma
MpogakwwH M6X,
HimeyunHa

YNOBHOB&XXEHOT 0CO6MU,
BiANOBiAANbHOI 3a 3AiICHEHHSA
thapmakoHarnsgy; KOHTakTHOT ocobu
3 dpapMakoHarnagy 3asBHuka gns
3[jiCHEeHHSI hapmakoHarnsgy B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif,
YNOBHOB&XXEHOT 0CO6MU,
BiANOBiAANbHOI 3a 3AiICHEHHSA
hapmakoHarnagy (Bkiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-thaiina cuctemu
thapmakoHarnsgy) 3miHa KOHTakTHOI
0cobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
hapmMakoHarnag B YKpaii.
[itoya pepakuis: Aranos Bnagucnas
Onerosuy. NponoHoBaHa peaakuist:
[opoLueHko AHHa IropiBHa. 3MiHa
KOHTaKTHUX flaHWX KOHTaKTHOI 0co6u




62 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
3as1BHVIKa, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaii.
28. | AAKAPBA3N dacarbazi pakap6a | LO1AX | nopoluok gns Mepak Himeyun BTopuHHe Himeuy BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a UA/6987/01/03
H MEAAK ne 3UHY 04 npuroTyBaHHsA lesenblua Ha nakyBaHHs, ynHa/ marepianis: 3miHu | Tuny - 3mMiHK peyenmom
uutpat PO34MHy oNs T hrop MapKyBaHHS, Yecbk oo 6e3nekn/edekTMBHOCTI Ta
iHpysiii no 500 wmr, KniHiwe KOHTPO/1b Ta BUMYCK a thapmakoHarnsgy. BeegeHHs abo
1 donakoH 3 LWneujanb cepii: Mepak Pecny 3MiHV [0 y3araslbHEHUX AaHuX npo
NOPOLLKOM Y npenapat lesenbadT throp 6nika cuctemy thapmakoHarnsgy
KOpOoO6Lii 3 KapTOHY e M6X KniHiwe (BBELleHHA y3araslbHEHUX AaHuX nNpo
LLneuiansnpenapat cuctemy hapmakoHarnsagy, 3miHa
e M6X, HimeuumHa; YNOBHOB&XEHOT 0CO6MU,
Bupo6HuLTBO “in BiANOBiAANbHOI 3a 3AiICHEHHSA
bulk", nepsuHHe Ta hapMakoHarnaay; KOHTakTHOI ocobu
BTOPWHHE 3 (hapmakoHarnagy 3assHuka gns
nakyBaHHsl, 3[jiliCHeHHs hapmakoHarnagy B
MapKyBaHHsA Ta YkpaiHi, AKL0 BOHA BiAMIHHA Bif
KOHTPO/b Cepil: YNOBHOB&XXEHOT 0CO6MU,
OHKomep, BiANOBiAANbHOT 3a 3AiICHEHHSA
MeHbloheKkyYepiHr hapmakoHarnagy (Bkiovarouu
a.c., Yecbka KOHTaKTHI faHi) Ta/abo 3MiHn y
Pecny6nika; po3MmileHHi MacTep-chaiina cuctemu
Bupo6HuLTBO "in thapmakoHarnsgy) 3miHa KOHTakTHOI
bulk”, nepBnHHe 0cobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
nakyBaHHs Ta hapmMakoHarnag B YKpaiHi.
KOHTPO/b cepii: [itoya pepakuis: Aranos Bnagucnas
OHkoTek ®apma Onerosuy. NponoHoBaHa peaakuist:
MpogakwwH Mm6X, [JopoLueHko AHHa IropiBHa. 3MiHa
HimeuunHa KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u
3as1BHMKA, BiAMNOBIAA/IbHOI 32
hapmMakoHarniag B YKpaii.
29. | BAKAPBA3U | dacarbazi pakap6a | LO1AX | nopoluok gns Mepak Himeuun BTopuHHe Himeu BHECEHHS 3MiH 1O peecTpavLiitHnx 3a UA/6987/01/04
H MEAAK ne 3UHY 04 npuroTyBaHHsA esenblia Ha nakyBaHHs, ynHa/ marepianis: 3miHu | TUny - 3MiHK peyenmom
uuTpat pO34nHy OoNns T hrop MapKyBaHHS, Yecbk Loao 6e3nekn/edeKTUBHOCTI Ta
iHcpy3iii no 1000 KniHiwe KOHTPO/Ib Ta BUMYCK a thapmakoHarnsgy. BeefeHHs abo
mr, 1 conakoH 3 LWneujanb cepii: Mepak Pecny 3MiHM A0 y3araslbHEHUX AaHuX Npo
NOPOLLKOM Y npenapat lesenbliadT rop 6nika cuctemy hapmakoHarnsgy
KOpoO6Li 3 KapTOHY e Mm6X K/iHiLwe (BBEAEHHSA Y3araslbHEHUX AaHWX Mpo
LLineujanbnpenapat cucTemy thapmakoHarnsgy, 3miHa
e M6X, HimeuunHa; YNOBHOBaXEHOI 0co6U,
Bupo6HuyTBO "in BiiNOBIAANbHOI 3@ 3MjACHEHHS
bulk", nepsuHHe Ta thapmakoHarnsgy; KOHTakTHOT 0cobu
BTOPWHHE 3 (papMakoHarnagy 3asBHvka gns
nakyBaHHs, 3[jiicCHeHHs hapmakoHarnagy B
MapKyBaHHs Ta YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
KOHTPO/b Ccepil: YNOBHOBaXEHOI 0co6Y,
OHkomefq BifiNOBIAANbHOI 3@ 3/jiICHEHHS




63 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
MeHbloheKkyepiHr hapmakoHarnagy (Bkitovarouu
a.c., Yecbka KOHTaKTHI AaHi) Ta/abo 3MiHn y
Pecny6nika; po3MileHHi MacTep-chaiina cuctemu
Bupo6HMLTBO "in hapmakoHarnagy) 3MiHa KOHTakTHOT
bulk", nepsnHHe 0cobu 3asiBHMKa, BiAMNOBIAA/IbHOT 32
nakyBaHHs Ta thapmakoHarnsg, B Ykpaii.
KOHTPO/b cepil: [Litova pepakuin: Aranos Bnagucnas
OHkoTek dapma Onerowuy. NMponoHoBaHa pefakuis:
MpogakwwH M6X, [JopoleHko AHHa IropiBHa. 3miHa
HimeuunHa KOHTaKTHUX AaHUX KOHTaKTHOT 0co6u
3asBHVKa, Bi4NOBiAabHOI 3a
chapmakoHarnsg B Ykpaii.
30. | AAKAPBA3U | dacarbazi fakap6a | LOLAX | nopoluok gns Megak Himeuun BTopuHHe Himeuy BHECEHHS 3MiH 1O peecTpavLiHnx 3a UA/6987/01/01
H MEAAK ne 3UHY 04 NPUroTyBaHHS esenblia Ha nakyBaHHs, ymHa/ MaTtepianis: 3miHu | TMNy - 3MiHn peyenmom
uuTpart pO3unHy AN QT hrop MapKyBaHHS, Yecbk Loao 6e3nekn/edeKTUBHOCTI Ta
iH'ekuili abo KniHiwe KOHTPO/b Ta BUMYCK a thapmakoHarnsgy. BeefeHHs abo
iHdpysivi no 100 mr, | Lneujans cepii: Mepak Pecny 3MiHM [0 y3ara/ibHeHNX JaHunx npo
10 hnakoHiB 3 npenapat lesenbliadT rop 6nika cuctemy thapmakoHarnsgy
NOPOLLKOM Y e M6X K/iHiLe (BBEAEHHSA Y3araslbHEHUX AaHWX Mpo
KOpo6Li 3 KApTOHY LLneuianbnpenapar cuctemy chapmakoHarnsgy, 3amiHa
e M6X, HimeuuunHa; YNOBHOBaXEHOT 0co6Y,
Bupo6HuLTBO "in BiiNOBIAANbHOI 3@ 3MjACHEHHS
bulk", nepenHHe Ta hapMakoHars4y; KOHTaKTHOI 0cobu
BTOPWHHE 3 (papMakoHarnagy 3asBHvka gns
nakyBaHHs, 3[jilicCHeHHs hapmakoHarnagy B
MapKyBaHHs Ta YKpaiHi, SIKLL0 BOHa BigMiHHa Bif
KOHTPO/b Ccepil: YNOBHOBaXEHOI 0co6U,
OHkomep, BiNOBIAANbHOI 3@ 3MjACHEHHS
MeHbEKUYEPIHT hapmakoHarnagy (Bkiovarun
a.c., Yecbka KOHTaKTHi AaHi) Ta/abo 3MiHn y
Pecny6nika; po3MmilLeHHi MacTep-haiina cuctemu
Bupo6HMLTBO "in hapmakoHarnsgy) 3mMiHa KOHTaKTHOT
bulk”, nepsuHHe 0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
nakyBaHHs Ta thapmakoHarnsag B Ykpaii.
KOHTPO/b Cepil: [Litoya pepakuin: Aranos Brnagucnas
OHkoTek ®apma Oneroswuy. NponoHoBaHa pefakuis:
MpogakwwH MmeX, [JlopolieHko AHHa IropiBHa. 3miHa
HimeuunHa KOHTaKTHUX AAaHWUX KOHTaKTHOT 0CO6U
3asBHMKa, BiANOBiga/IbHOI 3a
hapmakoHarnsg B Ykpaii.
31. | AANALUVH L, clindamyci | kniHgami | JO1FF | kancysu no 300 Mdpaiizep CLIA dapeBa Ambyas ®paHy, BHECEHHS 3MiH 0 peecTpaLiiHnX 3a He UA/1903/02/02
n LHY 01 Mr; Mo 8 kancyny IHK. in marepianis: 3miHu Il Tuny - 3miHn peuenmom | nionsi2
rigpoxno 6nictepi; no 2 oo 6e3nekn/edeKTMBHOCTI Ta ae
pviA, 6nictepu B thapmakoHarnsgy. 3MiHU y KOPOTKili

KapTOHHI Kopo6Lli

XapakTepucTuLj Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY
i3 HOBUMUY JaHVMK 3 SKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHUMK
Ta AaHumu 3 hapmakoHarnsgy.
3MiHV BHECEHO A0 iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3zinis
"apmMakosioriyHi BnactusocTi"
(pepaxuiiiHa npaBka), "Aitn"
(pepaxuiiHa npaBka), "Mo6iuHi
peakuii” (LoAo foAaBaHHS LLKIPHOTO
BacKy/liTy [0 nepeniky noGivyHmnx
peakLiii1). BBeeHHs 3MiH NPOTSAroM
9-TV MICALIB MiC/1A 3aTBEPKEHHS.
3miHu |l TURYy - 3MiHK WoAao
6e3nekun/eeKTUBHOCTI Ta
hapmakoHarnsagy. 3MiH1 y KOpoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHS Y 3B'A3KY
i3 HOBMMM AaHUMK 3 AKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK
Ta JaHumu 3 papmakoHarnsgy
3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby Ao posainy
"Mo6iyHi peakyii" WoA0 foAaBaHHSA
CUMETPUYHOT IHTePTPUriHO3HOI Ta
3rMHasIbHOI eK3aHTeMM, NOB'A3aHOoT 3
nikapcbkuMmn 3acobamu Ao nepesiky
NoGiYHMX peakLiil.BBeaeHHS 3MiH
npoTArom 9-Tm MicALiB nicns
3aTBEPMKEHHS.

32.

DANALVH L,

clindamyci
n

KniHgami
UnHy
rigpoxno
pna

JO1FF
01

Kancynu no 150
Mr; no 8 kancyny
6nictepi; no 2
6nictepu B
KapTOHHI kopooL;j

Mdpaiizep
IHK.

CLIA

®apesa Ambyas

®paHy,
if

BHECEHHS 3MiH 1O peecTpavLiitHnx
martepianis: 3miHu Il Tuny - 3miHn
LoAao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpoTKili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHSA Y 3B'A3KY
i3 HOBUMY JAaHVMK 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW AaHUMK
Ta AaHumu 3 hapmakoHarnsgy.
3MiHV BHECEHO A0 iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis

3a
peuyenmom

He
nionse
ae

UA/1903/02/01




65 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
"®apmMakonoriyHi BnactusocTi"
(pepakuiina npaska), "ditn"
(pepaxuiiHa npaBka), "MobiuHi
peaxuii” (LWoA0 AofaBaHHSA LIKIPHOro
BaCKyNiTy 40 nepesniky nodiuHnx
peakLijiit). BBegeHHs 3MiH MPOTAroM
9-TN MicALIB Nic/A 3aTBEPAKEHHS.
3MiHn Il TMny - 3MiHK WoAa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY
i3 HOBUMY JaHVMK 3 SAKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHUMK
Ta AaHumu 3 hapmakoHarnsgy
3MiHV BHECEHO A0 iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA
niKkapcbKoro 3acoby Ao posainy
"Mo6iuHi peakuyii" WoA0 foAaBaHHSA
CMMETPUYHOI IHTepPTPUriHO3HOT Ta
3rMHaNIbHOT eK3aHTEMU, NOB'A3aHOI 3
nikapcbkuMmn 3acobamu 4o neperiky
noGi4yHMX peakwiin.BBegeHHsA 3MiH
nNpoTArom 9-Tu MicALiB nicns
3aTBEPKEHHS.
33. | AEVMAINOPT tacrolimus | Takponi LO4AD | kancynu TOB YkpaiHa nepBuHHE Ta Cnose BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a He UA/20954/01/02
MyC y 02 NPOJIOHroBaHoI fji "CaHpo3 BTOPUHHE Hist marepianis: 3miHu | Tuny - 3miHn peyenmom | nionse
BUNSAA no 1 wmr, no 10 YkpaiHa" nakyBaHHs1, BUMYCK oo 6e3nekn/edekTMBHOCTI Ta ae
Takponi Kancyn y 6nictepi; cepiii: Nlek thapmakoHarnsgy. 3MiHU y KOpOTKili
Mycy no 5 6nictepis y PapmaLeBTUYHa XapaKkTepucTuL NikapcbKoro 3acooby,
MOHOTiZ, TIOMIHIEBOMY KoMnaHis 4.4., TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
paty nakeTi; no 1 CnoBeHis; KOHTPO/b MeAMYHOro 3acToCyBaHHA
atoMiHiEBOMY cepiit (Tinbku reHepnyHuX/ribpuaHMX/6ionogibHmNX
nakety B MiKPOGIOMOTiYHMIA): NiKapCbKNX 3aco6iB Nic/1si BHECEHHS
KapTOHHIA KOpo6Li Nek Tiei camoi 3MiHV Ha pedhepeHTHWi
$apmaneBTUYHA npenapar (3MiHa He noTpebye
KomnaHis a.4., HaflaHHS XOHVX HOBVX [AOAATKOBUX
CnoBeHis; [aHunxX) - 3MiHY BHeCeHo A0
BMPOGHULITBO «in IHCTPYKLT 415 MeguyHoro
bulk», kOHTpOb 3acTOCyBaHHS NikapCcbKoro 3acoby y
cepiii (kpim po3ainu "3acTtocyBaHHSA y nepiog,
MiKpPOG6IOMOrivyHOr0): BariTHOCTi abo rofyBaHHs rpyaar”,
HosapTic "Mo6iuHI peakyii" 3rigHo 3
PapmacbioTikan iHbopMaLjieto Woa0 MefMyHOoro
MaHyhaKTypuHr 3aCTOCYBaHHS pedepeHTHOro




66 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
NNC, CnoseHis; nikapcbkoro 3acoby (AIBAITPA®®).
KOHTPO/b cepili BBefeHHs 3MiH NpoTArom 6-Tu
(anbTepHaTMBHA MiCALIB MiCNA 3aTBEPKEHHS
ainsHka ans
nposefeHHsA MNX
aHanisy): Hosapric
dapmacbioTikan
MaHythakTypuHr
JINC, CnoseHist
34. | AEMNINOPT tacrolimus | Takponi LO4AD | kancynu TOB YkpaiHa nepBuHHE Ta Cnose BHECEHHS 3MiH 1O peecTpavLiiHnx 3a He UA/20954/01/04
MyC Y 02 NPOJIOHrOBaHOi Aji "CaHpgos BTOPVHHE Hist MaTtepianis: 3miHu | TUNy - 3MiHn peyenmom | nidssi2
BUrNAI no 5 mr; no 10 YkpaiHa" nakyBaHHs, BUMYCK Loao 6e3nekn/edeKTUBHOCTI Ta ae
Takponi Kancyny énictepi; cepiit: Jlek chapmakoHarnsgy. 3MiHW y KOpoTKili
Mycy no 5 6nictepis y dapmaneBTUYHA XapaKTepucTuLi Nikapcbkoro 3acooby,
MOHOTif, IOMIHIEBOMY KoMnaHisa 4.4., TeKCTi MapKyBaHHS Ta iHCTPYKUIiT Ans
paty naketi; no 1 CnoBeHif; KOHTPO/Ib Me[MYHOro 3aCTOCYBaHHS
TIOMIHIEBOMY cepin (Tinbkn reHepuYHMX/ribpugHNX/6ionoaibHMX
nakety B MiKpOGIONOriYHWIA): NiKapCbKNX 3ac06iB NiCNs1 BHECEHHS
KapTOHHiiA KopoobLy Nex TiET camoi 3MiHU Ha pediepeHTHUIA
dapmaneBTUYHA npenapart (3MiHa He noTpebye
KomnaHia a.4., HafaHHS XOAHVX HOBKX AOAATKOBUX
CnoseHis; [aHuXx) - 3MiHW BHECEHO [0
BMPOBHMLTBO «in IHCTPYKLii As19 MeguyHoro
bulk», kOHTpOb 3acToCyBaHHS Nikapcbkoro 3acoby y
cepiit (kpim po3ginu "3actocyBaHHs y nepiog
MiKpPOGiO/IOrivyHOr0): BariTHOCTi ab0 rogyBaHHs rpyaar”,
HosapTic "Mo6iuHi peakwii” 3rigHo 3
dapmacbioTikan iHbopMaLieto Woao MefMyHOoro
MaHyhakTypuHr 3acTOCyBaHHA pehepeHTHOro
NNC, CnoseHis; nikapcbkoro 3aco6y (ALBAIPA®®).
KOHTPO/Ib Cepiii BBefieHHs 3MiH NpoTArom 6-Tu
(anbTepHaTVBHA MiCSILiB MiCNs 3aTBEPAYKEHHS
OinsHKa gns
nposefeHHaA X
aHanisy): HoeapTic
PapmacbioTikan
MaHyhakTypuHr
NINC, CnoseHist
35. | AEMAINOPT tacrolimus | Takponi LO4AD | kancynu TOB YkpaiHa nepBuHHE Ta Cnose BHECEHHS 3MiH 0 peecTpaLiiiHux 3a He UA/20954/01/03
MyC y 02 NPOJIOHrOBaHoOI fji "CaHpo3 BTOPVHHE Hist marepianis: 3miHu | Tuny - 3miHn peyenmom | nionse
BUrIAA no 3 mr; no 10 Ykpaina" nakyBaHHs, BUNYyCK oo 6e3nekn/edeKTMBHOCTI Ta ae
Takponi Kancyny 6nictepi; cepiii: Jlek thapmakoHarnsgy. 3MiHu y KOpOTkili
Mycy no 5 6nictepis y dapmaneBTUYHA XapakTepucTuLi nikapcbkoro 3acoby,
MOHOTif, atoMiHiEBOMY KomMaHis 4.4., TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
paty nakeTi; no 1 CnoBeHis; KOHTPO/b MeAMYHOro 3acToCyBaHHA
aItOMiHiEBOMY cepiit (Tinbku reHepuyHuX/ribpuaHvx/6ionogibHMX




67 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
nakety B MiKpOG6IONOriYHWA): nNiKapcbKnx 3acobiB Nic/s BHECEHHS
KapTOHHI Kopo6Lii Nex Tiei camoi 3MiHV Ha pedhepeHTHWi
dapmaneBTUYHA npenapar (3miHa He noTpebye
KomnaHia a.4., HafaHHS XOAHVX HOBKX A0AAaTKOBUX
CnoseHis; AaHuXx) - 3MiHN BHECEHO [0
BMPOGHULITBO «in IHCTPYKLii 415 MeguyHoro
bulk», kOHTpOb 3aCTOCyBaHHA NikapCbKoro 3acoby y
cepiii (kpim po3ginu "3actocyBaHHs y nepiog
MiKp0o6io/oriyHOr0): BariTHOCTi abo rogyBaHHs rpyaat”,
HosapTic "Mo6iuHI peakyii" 3rigHo 3
dapmacbtoTikan iHchopMaLieto Woa0 MegMyHoro
MaHyhakTypuHr 3aCToCyBaHHA pedhepeHTHOro
NNC, CnoseHis; nikapcbkoro 3acoby (AABAITPA®®).
KOHTPO/b cepili BBefeHHs 3MiH NpoTArom 6-Tu
(anbTepHaTMBHA MiCALIB MiCNA 3aTBEPKEHHS
ainsHka ans
nposefeHHsA X
aHanisy): Hosapric
dapmacbioTikan
MaHyhakTypuHr
JINC, CnoseHist
36. | AEMNINOPT tacrolimus | Takponi LO4AD | kancynu TOB YkpaiHa nepBuHHe Ta Cnose BHECEHHS 3MiH 1O peecTpavLiitHnx 3a He UA/20954/01/01
MyC Y 02 NPOJIOHrOBaHOI Aji "CaHpgos BTOPVHHE Hist MaTtepianis: 3miHu | TUNy - 3MiHn peyenmom | nidssi2
BUrNAI no 0,5 mr, no 10 YkpaiHa" nakyBaHHs, BUMYCK Loao 6e3nekn/edeKTUBHOCTI Ta ae
Takponi Kancyny énictepi; cepiit: Jlek chapmakoHarnsgy. 3MiHW y KOpoTKili
Mycy no 5 6nictepis y dapmaneBTUYHA XapaKTepucTuLi Nikapcbkoro 3acooby,
MOHOTif, aIOMIHIEBOMY KoMnaHisa 4.4., TeKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
paty naketi; no 1 CnoBEeHif; KOHTPO/Ib Me[MYHOro 3aCTOCYBaHHS
TIOMIHIEBOMY cepin (Tinbkn reHepuYHMX/ribpugHNX/6ionoaibHMX
nakety B MiKpOGIONOriYHWIA): NiKapCbKNX 3ac06iB NiCNs BHECEHHS

KapTOHHiiA KOopoobLy

Nek
dapmaueBTMyHa
KomnaHis g.4.,
CnoseHis;
BMPOBHMLTBO «in
bulk», kOHTPOsb
cepiit (kpim
MiKpOGiOIOrivyHOr0):
HosapTic
dapmacbioTikan
MaHyhakTypuHr
NNC, CnoseHis;
KOHTPO/Ib Cepiii
(anbTepHaTVBHA
OinsHKa gns
nposefeHHa X

TiET camoi 3MiHU Ha pediepeHTHUIA
npenapart (3MiHa He noTpebye
HaZjaHHS XXOAHWX HOBUX [0AATKOBUX
[AaHuXx) - 3MiHW BHECEHO [0
IHCTPYKLii An18 MeguyHoro
3aCcTOCyBaHHS NikapCbKoro 3acoby y
po3ginu "3actocyBaHHs y nepios
BariTHOCTi ab0 rogyBaHHs rpyaar”,
"Mo6iuHi peakwii” 3rigHo 3
iHbopMaLieto Woa0 MefMyHoro
3aCTOCyBaHHS pehepeHTHOro
nikapcbkoro 3aco6y (ALBAIPA®®).
BBefieHHs 3MiH NpoTArom 6-Tu
MiCSILiB MiCNs 3aTBEPAKEHHS




68 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
aHanisy): HosaprTic
dapmacbioTikan
MaHyhakTypuHr
JNINC, CnoseHisa
37. | AEHI3NA, ceftazidim | yedtasm | JO1IDD | nopowlok gns AHaHTa Benvka AHaHTa Megikeap IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 3a He UA/15338/01/01
e anmy 02 pO34nHy AN Megikeap BputaHi Nimiten mMartepianis: 3miHu | TUNy - 3MiHKN 3 peuyenmom | nions2
neHrarig iHekuiimo1r, 1 nra. a AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. ae
part (y donakoH 3 CTabinbHicTb. 3MiHa y TepMiHax
cknagi MOPOLLKOM Y npyUAATHOCTI @60 ymoBax 36epiraHHs
cTepwib KOpo6Li 3 KapTOHY roTOBOro NikapcbKoro 3acoby
HOI (36inbLUEHHS TEPMiIHY NPUAATHOCTI
CyMiLLi 3 roTOBOrO Jlikapcbkoro 3acoby) - Ans
HaTpito TOProBOi ynaxkoBku
KapboHa (nigTBEPMKYETHCSA AaHNMUN
TOM peasibHOro yacy) 36inbLeHHs
6e380H TepMiHy npugartHocTi MN3. fitova
1) peaakuis:
TepMmiH NpUAATHOCTI: 2 POKN.
MponoHoBaHa pepakuis: TepmiH
npuAaTHOCTI: 3 POKK. 3MiHN BHECEHO
B IHCTPYKLUiO 4519 MeANYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3ain "TepMiH npugaTHOCTI".
BBefeHHA 3MiH NpoTArom 3-x
MiCALIIB MiCNSA 3aTBEPLPKEHHS.
38. | AEHIMIM cefepime uedenim | JOIDE | nopowok ans AHaHTa Benvka AHaHTa Megikeap IHais BHECEHHS 3MiH 40 peecTpaLiiHnX 3a He UA/15339/01/01
y 01 pO34nHy OoNns Megikeap BputaHi Nimiten mMartepianis: 3miHu | TUNy - 3MiHKU 3 peuenmom | nionsi2
rigpoxno iH'ekuili no 1000 nra. A AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. ae
pvg, (y mr; 1 conakoH 3 CrabinbHicTb. 3MiHa y TepMiHax
BUrNAAI MOPOLLKOM Y npuAATHOCTI @60 ymoBax 36epiraHHs
cTepwib KOpo6Li 3 KapTOHY roTOBOrO NiKapCbKOro 3acoby
HOT (36iNbLUEHHS TEPMiIHY NPUAATHOCTI
CyMiLLi roTOBOrO Jlikapcbkoro 3acoby) - Ans
uedenim TOProBOi ynakoBku
y (nigTBEPMKYETHCA AaHUMU
rigpoxno peasibHOro yacy) 36inbLIeHHA
puay Ta TepMiny npugartHocTi MN3. fitova
L- pefakuis:
apriHiHy) TepMiH NpUAATHOCTI: 2 POKK

MponoHoBaHa pegakuis: TepmiH
npuaaTHOCTI: 3 POKU. 3MiHV BHECEHO
B IHCTPYKLUiIO 4719 MeMYHOro
3aCcTOCYyBaHHS NMikapCcbKoro 3acoby y
po3ain "TepMiH npuaaTHoCTI".
BBeneHHs 3MiH NpoTAroMm 3-x
MiCALIB MIiCNSA 3aTBEPLPKEHHS.




69 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
39. | AENAKIH® valproic Basibnpo | NO3A cupon, 57,64 TOB YkpaiHa Bupo6bHULTBO PpaHy, BHECEHHS 3MiH [j0 peecTpaLiiiHx 3a He UA/3817/01/01
acid at GO01 mr/mn; Ne 1: no "CaHodi- Hepo3chacoBaHOro is/ matepianis: 3minu Il TUny - 3MiHn peyenmom | nionse
HaTpito 150 mn y chnakoHi; ABeHTiC npoaykTy, nepsuHHe | Typeu oo 6e3nekn/edeKTUBHOCTI Ta ae
no 1 cpnakoHy 3 YkpaiHa" nakyBaHHs, ymHa/ thapmakoHarnsgy. 3MiHU y KOpOTKili
[03yo4nm BTOPVHHE ®paHy, | xapakTepucTuLi Nikapcbkoro 3acoby,
NPUCTPOEM B nakyBaHHs, is TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHHI KOpo6Lii KOHTPO/b/BUNPOGYB MeAMYHOro 3aCTOCYBaHHSA Y 3B'A3KY
aHHsA cepii, i3 HOBUMY JaHVMK 3 SKOCTI,

BK/IHOHAI0UM BUNYCK
cepii: FOHiTep NikBig
MaHydekuypiHr,
dpaHLis;
BMPOBHULTBO
Hepo3chacoBaHOro
NPoOAYKTY, NepBUHHE
nakyBaHHsl,
BTOPUHHE
nakyBaHHS:
CaHodi Inau CaHai
Be TigxapeT AHOHIM
LWipkeTi, TypeuunHa;
KoHTposb/BMNpobys
aHHsA cepii,
BK/IOHAI0UM BUNYCK
cepii: CaHoi
BinTpon IHgacTpia,
®paHuis

OOKNIHIYHUMMA, KNIHIYHUMW JaHUMK
Ta AaHumu 3 hapmakoHarnsgy -
3MiHV BHECeHO A0 IHCTpyKLii ans

MeAMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"dapmakosiorivyHi BnacTuBocTi”,

"Oco6nMBOCTI 3acTOCyBaHHS",

"3acTocyBaHHA y nepio BariTHOCTI

abo rogyBaHHs rpyaar".

BBeaeHHs 3MiH NpoTArom 6 micsyis

nicns 3aTBepmKeHHs. 3MiHu 1l Tuny -
3MiHM Woao 6e3nekun/edheKTMBHOCTI
Ta chapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHb Ta YMOB
BMAaYi peecTpaviiiHoro
nocCBiAYeHHs, BKoyatoun Mnax
ynpaBsniHHA pu3nKamu
(3acTocyBaHHs 3MiH(1), sKi(a)
BMMaratTb(€) NoganbLIOro
006r'pyHTYBaHHS HOBUMYW AOAATKOBUM
JaHumMK, WO MaTb HajaBaTtucs
KOMNETEHTHUM OpraHoM, OCKi/TbKn
BUMAraeTbCs CyTTEBA OL[iHKa

KOMMETEHTHVM OpraHom) -

3asBHuKOM TOB "CaHodi-ABEHTIC

YKpaiHa" oHOBNEeHO nnaH

ynpasniHHA pusnkamu (gani — MyP)

0o Bepcii 10.1 nikapcbkoro 3acoby

[enakiH® cupon, 57,64 mr/mn, Ne 1:
no 150 mn y dpnakoHi; no 1 donakoHy
3 O3YI0UUM NPUCTPOEM B KAPTOHHIV

KOpOO6LL 3 METOIO BK/THOYEHHSI HOBUX

[0[aTKOBUX AaHnX 3 6e3neku

nikapcbKoro 3acoby, oTpyUMaHux y

X0f4i NOCTMapKETUHIOBOrO

CMNOCTEPEXEHHS Ta KNiHIYHNX
[ocnigpkeHb. 3MiHM BHECEHO 0
yacTuH: | «3aranbHa iHdopmauis», |1




70 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
«Cneuundpikauis 3 6esnekm», Il
«[lMnaH 3 dhapmakoHarnagy», V
«3axoay 3 MiHiMi3auii pu3ukis», VI
«Pe3tome nnaHy ynpasniHHA
pusnkamm», VIl «ogatkun». Pe3iome
MYP Bepcis 10.1 gogaeTbes
40. | AOBYTAMIH dobutamin | po6ytam | C01C poO3yMH Ans Aomvepa Himeuun Contothapm Himey BHECEHHS 3MiH 1O peecTpavLiitHnx 3a He UA/5714/01/01
AOMEOA e iHy A07 iHdpysilA, 250 mr/50 | ApuHanmit Ha dapmauoliTiwe YnHa martepianis: 3miuu | Tuny - peyenmom | nidssi2
rigpoxno m; no 50 mn (250 | Tenb MTM6X Epuolirdicce M6X AAMiHICTpaTUBHI 3MiHW. 3MiHa ae
pva, Mr) y don1iakoHi; no HaliMeHyBaHHA Ta/abo agpecu
1 cbnakoHy B 3as1BHMKa (BnacHuKa
KapTOHHI Kopo6Li peecTpauiiiHoro noceig4yeHHs) 3MiHa
afpecu 3asBHUKa (BlacHuKa
peecTpavuiiHOro NocBig4YeHHS).
3MiHV BHECeHi B iHCTPYKL,jto ANns
Me[MYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gisn
«Micue3HaxopKeHHs 3asBHMKa»
(eCTD 0000), BianoBigHi 3MiHK
BHECEHI B TEKCT MapKyBaHHs
ynakoBKu nikapcbkoro 3acoby (eCTD
0004) . TepMiH BBELL&HHS 3MiH -
npoTsirom 6 MicsLiB nicns
3aTBEPMKEHHS.
41. | AYAKNIP® Formoterol | aknignHi | RO3AL | nopowok gns BEP/IH- Himeuun IHpacTpiac Icnani BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/17698/01/01
DKEHYENP® | and 10 05 iHransauin, 340 XEMI AT Ha dapmaceyTikac A marepianis: 3miHu | TRy - 3MiHK 3 peyenmom
aclidinium | 6pomig MKr/12 mkr; no 60 Anwmipan C.A. AKocTi. A®l. KoHTponb A®I (iHLi
bromide Ta 0,03 NOPOLUKY Ans 3MiHW). BHeceHHs 3MiH fo po3giny
chopmoT iHransuin B 3.2.S.5. a came: OHOB/IEHHS onucy
epony iHranaTopi; no 1 eTasloHHoro ctaHaapTy 3-(R)-
hymapa abo no 3 Quinuclidinol Glycolate 3 «TBepauii
Ty iHranaTopu B MOPOLLIOK Bif} POXEBOro [0
avrigpat /1IOMIHIEBOMY KOPUYHEBOTO KOJIbOPY» Ha

namiHoBaHoMy
nakeTi KOXeH,
pasom i3
nakeTnKom 3
ocyllysayeM B
KOpO6Lli 3 KAapTOHY

«TBepAiA NOPOLLOK, Bif 6inoro Ao
POXEBOro KObopy», a TakoX
BUNPaB/IEHHA HE3HAYHOT
ApyKapcbKoi NOMUAKW. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®I. KoHTponb AdI.
3miHa y napameTpax cneuudikadii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha
A®I, ab60 BUXIQHWIA/NPOMDKHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NpoLeci
BMPOGHMLTBA AD| (BUNYYEHHS
He3Ha4yHOro nokasHuka siKocTi




71 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

noKasHuka)). BunyyeHHs nokasHuka
AKOCTI «Badkki meTanm» 3i
cneuudikayiin giro4oi peyoBUHU
AkniguHito 6pomigy. 3minu | Tuny -
3MiHu 3 sKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 He06XiAHICTIO
npuBeaeHHs y BiANOBIAHICTb A0
MoHorpadii dY abo EBponeiicbkoi
thapmakonei, abo iHLwoT
HaujioHanbHOT hapmakonei gepxasm
€C (3miHa y cneuudikauisx,
nos'asaHa 3i 3miHamu B 1®Y, a6o
€Bponeiicbkin hapmakonei, abo
iHLLIA HauioHanbHI dhapmakonei
nepxasu €C). NprBeaeHHA
cneuudikauii 4ito4oi pevoBMHU
"®opmoTepony ymapary gurigpat”
y BiZANOBIAHICTb 40 BUMOT YMHHOT
Bepcii MoHorpadii Ne 1724
"Formoterol fumarate dihydrate" €®.
3MiHY | TUNY - 3MiHK 3 AKoCTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BMWXifHOro/MpoMiXXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHCS Y BUPOBHUYOMY
npoteci A®l, abo 3miHa BUpoBHMKa
(BKNtOYaouun, oe HeobxigHo, micue
NpoBefEeHHS KOHTPO/I0 AKoCTi) AdI
(3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichkili
hapMakonei y 3aTBepaKeHoMy
[0Cbe)(3MiHM A0 3ax04iB,
noB'A3aHnX 3 KOHTponem A®l, a6o
[oAaBaHHA AinbHuu, Ae
npoBOANTBLCA
KOHTPO/b/BUNPOBYBaHHSA cepil).
[logaBaHHsa BUPOBGHNYOT AiNbHUL
BiANOBIAA/IbHOI 32 KOHTPO/Ib AKOCTI
Ta focnimKeHHs cTabinbHOCTI
(chizmko-xiMiuHi) Aito4oi pevoBUHU
chopmoTepony hymaparty gurigparty,

a came: Lusochimica S.p.A (Via

(Hanpvknag, BUTyYeHHs 3acTapisoro




72 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
Giotto, 9, 23871 Lomagna, Italy).
3MiHn | TURY - 3MiHK 3 SKOCTI.
CepTudpikart BignosigHocTi/lE-
cepTugikaT BiANOBIAHOCTI
€Bponencokiin
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BW/yYEHHS cepTudikata
BiANOBIAHOCTI EBponeiichkili
thapmakonei: gna Adl; ans
BUXiQHOTO
mMartepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN 4ONOMIXKHOT
peyoBuHU (cepTuddikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei) - HoBwuii cepTudikat
B, HOBOro BUPO6HMKa (3aMiHa abo
[OMNOBHEHHS). MNogaHHsA HOBOTO
cepTudikaTy BignoBigHOCTI
€Bponeiickkili hapmakonei CEP
2011-262 Rev 02 gns Al
chopmoTepony hymaparty gurigpaty
Bi, HOBOro BUpo6HMKa Lusochimica
S.p.A., Italy.
42. | EFTIOK® metoprolol | metonpo | CO7A Tabnetkn no 25 3AT Yropwm Brpo6HuK Yropuy BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a He UA/9635/01/01
nony B02 Mr, 60 TabneTok y dapmaveB Ha BiNOBIAaNbHWIA 3a MHa marepianis: 3miHu | Tuny - 3miHn peyenmom | nionse
TapTpart donakoHi; no 1 TUYHUIA NOBHWIA UMK oo 6e3nekn/edekTMBHOCTI Ta ae
donakoHy B 3aB0/, BMPOGHMLTBA, hapmakoHarnagy (iHwi 3miHn)
KapTOHHiiA ErC BKJ/THOYAK0UN BUMYCK 3MiHW BHECEHI [0 IHCTPYKLT A1
ynakoBLji cepii: MEeAMNYHOro 3aCTOCYBaHHSA y po3ainu:
3AT "Mo6iuHi peakuyii" (aogaHo
dapmaveBTUYHUIA iHchopmaLito WoAo 3BiTyBaHHA NPo
3aBog ElIC, no6iyHi peakuii), "HecyMmicHicTb
YroplmHa; (BUnyyeHHs po3giny), "BUpo6HUK"
Brpo6HuK (BvnyyeHHs gy610BaHHA
BiANOBIAA/IbHWIA 32 iHchopMawii aHrNiNcbKO MOBOID) Ta
BTOPUHHE Ta "MicLe3HaxomKeHHs! BUPOGHVKa Ta
nepBuHHe ajpeca Micus NpoBapKeHHs oro
nakyBaHHS1 KOHTPO/1b LisNbHOCTI" (BUYYEHHS
cepii Ta BunNycK ny6noBaHHs iHhopmai
cepii: aHrnilicbkolo MoBOL0). 3MiHuW | Tuny -
3AT 3MiHM Wopao 6e3nekn/edeKTMBHOCTI
dapmaveBTUYHUI Ta (hapmakoHarnsgy. 3MiHu y
3aBog ElIC, KOpOTKili xapakTepucTuui




73 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
YropwuHa nikapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHMX/ribpuaHnx/6ionodibHMX
NiKapCbKNx 3aco6iB Nic/1si BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapart (3MiHa He noTpebye
HaZjlaHHSA XOAHWX HOBUX [0AATKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLT
AN MeAMYHOro 3aCTOCYBaHHA Y
po3ginu "dapmMakonoriyHi
BrnactueocTi" ,"lMokasaHHsA",
"B3aemogis 3 iHWMMUN NiKapCbKUMun
3acob6amu Ta iHLWi BUAY B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepio BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsa Ta fosn”,
"Mepeno3syBaHHs", "TMo6GIYHI peakwuji”
[0 IHCTPYKLIT 418 MeANYHOro
3acToCyBaHHS BiANOBIAHO [0
iHhopmawii pechepeHTHOrO
nikapcbkoro 3acoby (Betaloc). 3miHn
| Tuny - 3miHK Woao
6e3nekun/edeKTUBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha
nifcTasi perynspHoO OHOB/IIOBAHOTO
3BiTY 3 6e3nekun nikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA NikapcbKkoro 3acoby B
nicnsipeecTpayiiHuii nepiog, abo sk
pesynbTaT OLiHKN 3BITY 3
[ocnimkeHb, NPoBeAeHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogpkeHo
3 KOMNETEHTHUM YMOBHOBaXEHNUM
opraHom) 3MiHM BHECEHI A0
IHCTPYKLUi A8 MeguyHoro
3acTocyBaHHS y po3giv "B3aemogis
3 iHWKMMK NikapcbkMMK 3acobamu Ta
iHWi B1AW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHSA" WoA0 6e3nekn
3aCTOCYBaHHSA Ait04H0i peYOBUHMN.




74 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
43. | EFIOK® metoprolol | metonpo | CO7A Tabnetku no 50 3AT Yropwm Bupo6bHuk Yropuy BHECEHHS 3MiH [j0 peecTpaLiiiHx 3a He UA/9635/01/02
nony B02 mr, 60 TabneTok y Papmaves Ha BiANOBIgabHUIA 3a MHa marepianis: 3miHu | TNy - 3miHK peyenmom | nionse
TapTpat chnakoHi; no 1 TUYHWIA NOBHUIA LMK oo 6e3nekn/edeKTUBHOCTI Ta ae
dhnakoHy B 3aB0/, BUPOOHMLTBA, hapmakoHarnagy (iHwi 3miHn)
KapTOHHIM ErcC BKJ/THOYAK0UN BUMYCK 3MiHV BHECEHI A0 IHCTPYKLi Ans
ynakoBLi cepii: MeAMYHOro 3aCTOCYBaHHSA y PO3LiNn:
3AT "Mo6iyHi peakuii" (qogaHo
dapmaueBTUYHNI iHchopmauito WoA0 3BiTyBaHHA Npo
3aBog ETIC, nob6iyHi peaxuii), "HecymicHicTb
YropLmHa; (BUNy4YeHHs po3giny), "BupobHuK"
Brpo6HuK (BnyyeHHs gy6oBaHHA

BiANOBiAa/IbHWIA 3a
BTOPWHHE Ta
nepBuHHE
nakyBaHHsA KOHTPO/1b
cepil Ta BMNycK
cepii:
3AT
dapmaLeBTUYHUIA
3aBog ETIC,
YropLmHa

iHchopMmauii aHrnifncbko MOBOID) Ta
"MicuesHaxoxeHHs BUPOGHMKa Ta
afpeca MicLA NpoBaKEHHS NOro
LOiSbHOCTI" (BUYyYEHHS
ny6ntoBaHHA iHchopMait
aHrNiNCbKO MOBOLD). 3MiHK | TNy -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. 3MiHu y
KOPOTKIill XapakTepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIii Ans
MeJMYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMx/6ionogibHmX
nNiKapcbKnx 3acobiB Nic/1s BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaJaHHS XOAHVX HOBKX A0AaTKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLT
AN MeAMYHOro 3aCTOCYBaHHA Y
po3ainu "®apmakonoriyHi
BnacTusocTi" ,"lMokasaHHs",
"B3aemogis 3 iHWVMU flikapcbKnMn
3aco6amu Ta iHLWi BUAY B3aemogiii",
"Oc061BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHsa rpyaar”, "Cnocié
3acTocyBaHHs Ta [os3n",
"Mepepno3yBaHHs", "Mob6iyHI peakwyii”
00 IHCTPYKLiT ANna MeguyHoro
3acTocyBaHHS BifNoBIAHO [0
iHchopMmawii pedrepeHTHOro
nikapcbkoro 3acoby (Betaloc). 3miHn
| TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy. 3MiHa y KopoTkili




75 IIpopoBxeHHs

JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
niacTasi perynspHoO OHOB/IIOBAHOTO
3BiTY 3 6€3neKun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA NikapcbKkoro 3acoby B
nicnapeecTpauiinHunii nepiog, abo sk
pe3ynbTaT OUiHKA 3BITY 3
[ocnimxeHb, NpoBeAeHNX
BiZANOBIAHO [0 MNaHy neaiaTpuyHnX
pocnipxeHb (PIP) (3MiHy y3rogkeHo
3 KOMNETEHTHUM YMOBHOBAXEHNUM
opraHom) 3miHV BHeCeHi [0
IHCTPYKLii oS MeguyHoro
3acToCyBaHHA y po3ainu "Bsaemogis
3 iHWKMK flikapcbkMMK 3acobamu Ta
iHWi BUAn B3aemogii”, "Ocob1mBocCTi
3acTocyBaHHA" WoA0 6e3neku
3aCTOCYBaHHS fil0401 peYOBUHM.
44. | EMIOK® metoprolol | metonpo | CO7A Tabnetku no 100 3AT Yropwm Brpo6HuK Yropuy BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a He UA/9635/01/03
nony B02 mr, no 30 a6o 60 dapmaves Ha BiiNOBIAaNbHWIA 3a MHa marepianis: 3miHu | Tuny - 3mMiHK peyenmom | nionse
TapTpart Tabnetoky TUYHUIA NOBHWIA UMK oo 6e3nekn/edekTMBHOCTI Ta ae
donakoHi; no 1 3aB0/, BMPOGHMLTBA, hapmakoHarnagy (iHwi 3miHn)
h1akoHy B ErC BKJ/THOYAK0UN BUMYCK 3MiHN BHECEHI A0 IHCTPYKLT ANns
KapTOHHIM cepii: MEeAMNYHOro 3aCTOCYBaHHSA y po3ainu:
ynakoBLi 3AT "Mo6iuHi peakuyii" (aogaHo
dapmaveBTUYHUIA iHchopmauito WoAo 3BiTyBaHHA NPo
3aBog ElIC, no6iyHi peakuii), "HecyMmicHicTb
YroplmHa; (BUnyyeHHs po3giny), "BUpo6HUK"
Brpo6HuK (BunyyeHHs gy610BaHHA
BiANOBiAa/IbHWIA 32 iHchopMawii aHrNiNCcbKO MOBOID) Ta
BTOPUHHE Ta "MicLe3HaxomKeHHs! BUPOGHMKa Ta
nepBuHHe ajpeca Micus NpoBaKeHHs oro
nakyBaHHS1 KOHTPO/1b LisNbHOCTI" (BUYYEHHS
cepii Ta BunNycK ny6noBaHHs iHhopmai
cepii: aHrnilicbkoo MOBOL0). 3MiHuW | TUnY -
3AT 3MiHM Wopao 6e3nekn/edeKTMBHOCTI
dapmaveBTUYHUI Ta hapmakoHarnsgy. 3MiHu y
3aBop ElIC, KOPOTKili xapakTepucTui
YropwmHa niKapcbKoro 3acoby, TeKcTi

MapKyBaHHS Ta IHCTPYKLUIi 4515
Me[MYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpugHNX/6ionoaibHMX
NiKapCbKNX 3ac06iB NiCNs1 BHECEHHS
TiET camoi 3MiHU Ha peddepeHTHUI




76 IIpopoBxeHHs
JopaTka 3

Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep

n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo

3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20

mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

npenapart (3MiHa He noTpebye
HaZjaHHSA XOAHWX HOBUX [0AATKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLiT
AN MeAMYHOro 3aCTOCYBaHHA Y
po3ginu "dapmMakonoriyHi
BnactueocTi" ,"lMokasaHHsA",
"B3aemogis 3 iHWMMUW NiKapCbKUMun
3acob6amu Ta iHLWi BUAY B3aeMogiii",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepios BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHsa Ta fosu”,
"Mepeno3yBaHHs", "TMo6GIYHI peakwuji”
[0 IHCTPYKUIT 418 MeANYHOro
3acToCyBaHHS BiANOBIAHO A0
iHhopmawii pecbepeHTHOrO
nikapcbkoro 3acoby (Betaloc). 3miHn
| Tuny - 3miHK Woao
6e3nekun/edeKTUBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHSA Ha
nifcTasi perynspHoO OHOB/IIOBAHOTO
3BiTY 3 6e3neku nikapcbKoro 3acoby,
abo gocnigkeHb 3 6e3neku
3aCTOCYyBaHHSA NikapcbKkoro 3acoby B
nicnsipeecTpayiiHuii nepiog, abo sk
pesynbTaT OLiHKN 3BITY 3
[ocnimkeHb, NPoBeAeHNX
BIAMNOBIAHO A0 NNaHy neaiaTpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogpkeHo
3 KOMNETEHTHUM YMOBHOBaXEHNUM
opraHom) 3MiHW BHECEHI A0
IHCTPYKLUi A8 MeguyHoro
3acTocyBaHHS y po3gin "B3aemogis
3 iHWKMMK NikapcbkMMK 3acobamu Ta
iHWi B1AW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHSA" WoA0 6e3nekn
3aCTOCYBaHHS Ait040i peYOBUHMN.

45, | ESOMPOTEK esomepra | e3somenp | A02B niocpinisat gns Mictpan AHrnisA BEM Inau CaH. Be Typeu BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/19210/01/01
T zole ason C05 pO34nHy AN Kenitan Tik. A.C. YnHa mMartepianis: 3miHu | TUnNy - 3MiHK 3 peyenmom
HaTpito iH'eKUili Ta iHdYy3it | MeHemxm AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
no 40 mr, no 1 eHT KOHTpO/1b rOTOBOrO NiKapcbkoro
donakoHy B NimiTen 3acoby. 3miHa y MeToaax
KapTOHHiii kKopobLi BUNPO6YBaHHSA rOTOBOIO J1iKaPCbKOro




77 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTofax
BMNpo6yBaHHA) BHeCeHHs 3MiH [0
MeToAVKM BUNPOGYBaHHSA 3a
nokasHukoMm "KiflbkicHe BU3HaYEeHHs
HaTpilo efetaty" B MKA /13, a came
BHECEHi KOpUryBaHHs 10 MeToay
BMNPOGYBaHHA Ta YTOYHEHO
po3paxyHkoBy chopmyny, y
Bi4NOBIAHOCTI 1O OpUriHA/TbHUX
[OKYMEHTIB BUPOGHMKA.
46. | EHXEPTY Trastuzum | TpacTty3dy | LO1FD | nopowlok ons ACTPA3E Benvka BMPOGHMLTBO, Himey BHECEHHS 3MiH 0 peecTpaLiiiHnX 3a UA/20895/01/01
ab maby 04 KOHUeHTpaty ans HEKA IOK | BpuTaHi BUNPO6YBaHHSA YnHa marepianis: 3miHu | TUny - 3miHK 3 peyenmom
deruxteca | gepykcT PO3uMHy oNs NIMITEL A KOHTPOJIH0 SIKOCTI SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib.
n ekaH iHcpysiiA, 100 wmr; npu BUMYCKY: 3MiHU Y BUPOGHMLTBI. 3MiHN Y

CTEPUSIBHUIA
niochinisoBaHuii
MOPOLLIOK ANsi
KOHLeHTpaTy Ans
po3unHy Ans
iHcpysin ons
0/IHOPa30BOro
BMKOPWCTaHHA Y
CKISTHOMY
donakoHi,
3aKynopeHomy
rymMoBOI Npo6koto
3 06XVMHOI0
Kpuwwkoto “flip-off
crimp cap”; no 1
h1akoHy B
KapTOHHI kopooLj

Bakctep OHKonoaxi
rm6X, HimeuunHa,;
BMNpPOGYBaHHSA
KOHTPO/IO AKOCTI
npy BUNYCKy
(TiNbKM NPUTHIYEHHSA
POCTY KNITWH):
Yapnb3 Pisep
Na6opaTopis
[xopmaHi Fm6X,
HimeyvunHa;

BTOPUHHE
nakyBaHHs,
MapKyBaHHs Ta
BUMYCK cepil
(cepTuchikauis)
roToBOro
nikapcbKoro 3acoby:
[Oaiui CaHkio HOpon
v6X, HimeuunHa

npoveci BUpo6HULTBA FOTOBOrO
niKapcbKoro 3acoby, BKIoUakum
NPOMDKHWI NPOAYKT, LLIO
3aCTOCOBYETLCA MNPV BUPOOHULITBI
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOOHULITBA). BHECEHHA HE3HAYHOI
3MiHM 40 BMPOBHMYOrO npouecy
npomixHoro npogykty DS-8201a
NiKapcbKoro 3acoby LWIsAXoM
[oAaBaHHA OMLioHaNbHOro eTany
NMOBTOPHOIO PO3MOPOXYBaHHS.
KomnaHiss AstraZeneca nnaHye
3anpoBagunTh ONuioHasIbHWI eTan Ha
noyaTKoBiii cTagii BUpo6HMYOro
npotecy, Wo nepegodayae
MOX/MBICTb NOBTOPHOIO
3amopoxyBaHHA DS-8201a nicns ix
NepBUHHOIO PO3MOPOXYBaHHSA. Taka
MOX/IMBICTb PO3M/IAAAETLCA AKLLO
nakeTy 3 NiKapCbKo PEYOBUHOID
noTpebyoTb NOBTOPHOrO
3aMOpPOXEHHS HA BUPOBHWUIN
LiNbHUL TOTOBOTO J1iKapCbKOro
3acoby Baxter Oncology GmbH,
HimeuunHa. 3MiHn | Tuny - 3miHn 3
saKocTi. A®l. Bupo6bHMUTBO. 3MiHM B
npoteci BupobHuuTea API
(He3HayHa 3MiHa y mpoueci
BMpo6HULTBa ADI). BHECEHHSA
He3Ha4HOoi 3MiHV 40 po3ainy




78 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

«3.2.S.2.2 Onnc BUPOBHMYOro
npoLecy Ta KOHTPOJII0 NPoLecy», LWo
CTOCYETbCS KOPUryBaHHA NpoLecy
06cAry npoMmBaHHs hinbTpa.
BBefeHHA 104aTKOBOrO MOAYNA
6yaisni O, sikuii byae
BUKOpWCTOBYBaTUCA AN5
BMPOGHMLTBA Ait040I pEHOBUHM
TpacTy3ymab aepykctekaH. Mogynb
O € HoBO GyAiBNet0 Ha TepuTopil
3aTBEPKEHOT BUPOBHMYOI fiNbHUL
Lonza AG, (Lonzastrasse, Visp,
Switzerland). Bupo6Hunuuii npouec y
mogyni O iAeHTUYHWIA [0 TOoro, WO
3acTOCOBaHWii Ha JaHni MOMEHT
ans Lonza Visp, 3a BUHATKOM 3MiHU
obcary npommnBaHHA doinbTpa.
[JopatkoBuii eTan NpOM1BaHHSA Ans
BiJHOBNEHHS 6Y/10 BNepLue BBeAEHO
y moayni O, wo6 Bpaxysatu
36iNblUEHHSI 06’EMY 3aTPUMKM Ha
anbTepHaTMBHIN MembpaHi TFF.
Hapani uei nigxig 6yne
BMKOPVICTOBYBATUCS Ha BCill
BMPOGHUUIli AinbHULUI Lonza AG.
3MiHu | TURY - 3MiHK 3 aKocTi. API.
(iHLWi 3MiHW)
MepemiweHHa nabopaTopil
KOHTPOJIIO SIKOCTi 3a TiEl0 XX agpecor
ONs BUPOBHNYOT AiNbHUL ditoyoi
peyoBuH Lonza AG. MNnaHyeTbea
06’eHaHHA nabopaTopili KOHTPOIO
AKOCTI XpomaTorpadii Ta
enekTpodopesy 6ionoriyHnx
nikapcbkunx 3acobis B 6yaisni 111,
Aka po3TalloBaHa Ha Till xe
BMPOGHWUIN AinbHUUI Lonza AG y
micTi Bicn. 3minu Il Tuny - 3MiHn 3
AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJO SKOCTI
roTOBOro NikapcbKoro 3acoby
(3amiHa abo godaBaHHS AiNbHULI, Ha
AKil 34IACHIOETLCS KOHTPO/Tb
SAKOCTi/BUNpoByBaHHSA cepii ans
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
6i0n0oriyHoro/iMyHON0rYHOrO
niKapcbKoro 3acoby, Ta 6yab-sKoi
AiNbHULI, Ha Kili 3aCTOCOBYETLCS
6ioNoriyHui/imyHoNoriyHnii MeTop,
BunNpobyBaHHs). BeegeHHs
[04aTKOBOT BUPOBHNYOT AifbHUL
Baxter Oncology GmbH, wo
BiAnoBigae 3a BunNpobyBaHHs
KOHTPOJI0 AKOCTi NpU BUMYCKY
roTOBOrO JlikapCbKoro 3acoby,
[04aTKOBO 0 BUPOOHUYOI AiNbHUL
Charles River Laboratories Germany
GmbH (B1npo6yBaHHSA KOHTPO/IO
AKOCTi Npn BUNYCKY (TiNbKn
NPUTHIYEHHS POCTY KNITWH)).
47. | ENOBIOKPUH | erythropoi | pekom6i | BO3XA | po3uuH gns TOB "3 YkpaiHa TOB "®3 "CTAJA" YkpaiH BHECEHHS 3MiH 1O peecTpavLiHnx 3a UA/17088/01/01
etin HaHTHWIA | 01 iH'ekuin no 1000 "CTALA" a mMartepianis: 3miHu | Tuny - 3MiHK 3 peyenmom
epuTtpon MO;no1mns akocTi. A®l. Bupo6HMUTBO. 3MiHa
0eTUH nonepegHL0 BUPOGHMKA BMXIAHOTO/NPOMIXHOr0O
NIOANHN HanoBHEHOMY npoayKTy/peareHty, Lo
Lnpuuy; no 5 BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
nonepeaHL0 npotieci A®l, abo 3miHa BUpOOHMKa
HanoBHEHMX (BKNtOYatouun, ge HeobxigHo, micue
Lwnpuuis y npoBeAeHHSA KOHTPOS0 AKoCTi) AdDI
6nictepi; no 1 (3a BigcyTHOCTI cepTudikara
6nicTepy y nauuj; Bi4NOBIAHOCTI EBpONENCHKil
no 1 mn B amnyri; hapmakonei y 3aTBepKeHoMy
no 5 amnyny [0CbE)(3MiHM A0 3ax0fiB,
6nictepi; no 1 noB'sA3aHnXx 3 KOHTponem Ad®l, abo
6nictepy y nauuyi [oJaBaHHA AinbHuLi, ae
npoBOANTbLCA
KOHTPO/Tb/BUNPOBYBaHHSA cepil) -
BBefieHHs1 KOHTPaKTHOT nabopatopii
[N KOHTPOJIIO MOKa3HMKa
«lgeHTucpikauis.n.2.1» €. 1316 ta
«KinbkicHe BU3Ha4eHHs. bionoriyHa
aKTUBHICTb in vivo» ZELLTEK S.A.
(National Route NO 168 WIN, E1
Pozo place (Zip Code 3000), Santa
Fe, Argentine Republic
48. | ENOBIOKPUH | erythropoi | pekomb6i | BO3XA | po3uvH ans TOB "3 YkpaiHa TOB "®3 "CTAJA" YkpaiH BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/17088/01/02
etin HaHTHWiA | 01 iH'ekuin no 2000 "CTALA" a mMartepianis: 3miHu | TUNy - 3MiHKU 3 peuenmom
eputpon MO; no1mns akocTi. A®l. BupobHuuTBo. 3miHa
0EeTUH nonepegHbL0 BMPOGHMKA BUXIZHOrO/MPOMIKHOTO
NIOANHN HanoBHEHOMY npoayKTy/peareHTy, Lo
wnpuuy; no 5 BUKOPWCTOBYHOTHCS Y BUPOBHUYOMY




80 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
nonepegHL0 npoueci A®l, abo 3miHa BUpO6HMKaA
HanoBHEHMX (BKNKOYaouKn, ge HeobxigHo, micue
LnpuuiB y npoBefieHHS KOHTPOsIO sKoCTi) AdI
6nictepi; no 1 (3a BigcyTHOCTI cepTuchikata
6nicTepy y nauuj; Bi4NOBIAHOCTI €BpONENiChKil
no 1 mn B amnyni; thapmakonei y 3aTBepKeHOMY
no 5 amnyny [0CLE)(3MiHM [0 3ax04iB,
6nictepi; no 1 noB'sA3aHnX 3 KOHTponem Ad®l, abo
6nictepy y nauuyi 00JaBaHHs AibHULj, e
npoBOANTLCA
KOHTPO/b/BMNPOBYBaHHSA cepil) -
BBefieHHs1 KOHTPaKTHOT nabopatopii
NS KOHTPOJIIO NOKa3HUKA
«lgeHTudikayin.n.2.1» €. 1316 Ta
«KinbkicHe B13HaueHHs1. bionoriyHa
aKTUBHICTb in vivo» ZELLTEK S.A.
(National Route NO 168 W/N, E1
Pozo place (Zip Code 3000), Santa
Fe, Argentine Republic
49. | ENOBIOKPUH | erythropoi pekombi | BO3XA | po3uuH ans TOB "3 Ykpaina TOB "®3 "CTALA" YkpaiH BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/17088/01/03
etin HaHTHWIA | 01 iH'ekuin no 4000 "CTALA" a mMartepianis: 3miHu | TUNy - 3MiHKN 3 peyenmom
eputporn MO; no1mns akocTi. A®l. BupobHuuTBO. 3MiHa
0EeTWH nonepegHL0 BMPOBHMKA BMXiAHOTO/MPOMIXXHOrO
NIOANHN HanoBHEHOMY npoayKTy/peareHTy, Lo
Lwnpuuy; no 5 BMKOPUCTOBYIOTbCS Y BUPOOHNYOMY
nonepegHLo npoueci A®l, abo 3miHa BUpOGHMKa
HanoOBHEHMX (BKTHOYatoun, fe HeobXigHo, Micue
Lwnpuuis y NpoBefeHHs KOHTPO/IIO AKOCTI) API
6nictepi; no 1 (3a BigcyTHOCTI cepTuchikata
6nictepy y nauuj; BiANOBIAHOCTI EBpONechbkili
no 1 mn B amnyni; thapmakonei y 3aTBeppKeHOMY
no 5 amnyny [OCLE)(3MiHM [0 3ax0p4iB,
6nictepi; no 1 noB'si3aHnx 3 KoHTposiem A®l, abo
6nictepy y nauui [0JaBaHHS AibHULI, e
npoBOANTLCA
KOHTPO/Ib/BUNPOBYBaHHS cepil) -
BBefieHHs1 KOHTPaKTHOT naboparopii
[N KOHTPOJIIO NOKa3HUKa
«lpeHTudpikauis.n.2.1» €d. 1316 ta
«KinbkicHe BU3HauveHHs. bionoriyHa
aKTWBHICTb in vivo» ZELLTEK S.A.
(National Route NO 168 W/N, E1
Pozo place (Zip Code 3000), Santa
Fe, Argentine Republic
50. | ENOBIOKPUH | erythropoi pekomb6i | BO3XA | po3unH ans TOB "$3 YkpaiHa TOB "®3 "CTALA" YkpaiH BHECEHHS 3MiH 0 peecTpaLiiiHux 3a UA/17088/01/04
etin HaHTHWIA | 01 iH'ekujii no 10 000 "CTAOA" a mMartepianis: 3miHu | Tuny - 3MiHK 3 peyenmom
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
epwuTtpon MO; no1mns AKocTi. A®l. BUpo6HULTBO. 3MiHa
0eTUH nonepegHL0 BMPOBHMKA BMXiAHOTO/MPOMIXXHOrO
NIOANHN HanoBHEHOMY npoayKTy/peareHTy, Lo
Lwnpuuy; no 5 BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
nonepegHL0 npoueci A®l, abo 3miHa BUpoOHMKa
HanoBHEHMX (BrTrOYatoun, fie HeobXigHo, Micle
wnpuuis y npoBeAeHHS KOHTPOSo AkocTi) AdDI
6nictepi; no 1 (3a BigcyTHOCTI cepTudikata
6nictepy y nauuj; BiANOBIAHOCTI EBpoNechbkili
no 1 mn B amnyni; hapmakonei y 3aTBepKeHoMY
no 5 amnyny [0CbE)(3MiHM A0 3axofiB,
6nictepi; no 1 noB'si3aHnx 3 KoHTposiem Adl, abo
6nictepy y nauui [ofaBaHHS AibHULI, e
npoBOAUTLCSA
KOHTPO/Ib/BMNPOOYBaHHS cepil) -
BBeneHHs KOHTpaKTHOT nabopaTopii
[N KOHTPO/IIO MOKa3HMKa
«lgeHTudikayis.n.2.1» €. 1316 Ta
«KinbkicHe BU3HaYeHHs. bionoriyHa
aKTUBHICTb in vivo» ZELLTEK S.A.
(National Route NO 168 W/N, E1
Pozo place (Zip Code 3000), Santa
Fe, Argentine Republic
51. | EPBITYKC cetuximab | ueTykcu LO1FE | po3uuH ans Mepk Higepna BMPOGHMLTBO Himey BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a He UA/13055/01/01
mab 01 iHdpy3iid, 5 mr/mn; tOpon B.B. HAOY roToBOro ynHa/ marepianis: 3miHu Il Tuny - 3mMiHn 3 | peyenmom | nionse
no 20 mn a6o no NiKapcbKoro 3acooy, LLseli SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib. ae
100 mny nepBuHHE Ta uapis/ 3MiHM Yy BUPOGHMLTBI. 3MiHa
CKNSIHOMY BTOPUHHE ITanisa iMnopTepa/3aMiHu, L0 CTOCYTbCSA
donakoHi; no 1 nakyBaHHs, BUMYCKY Cepii Ta KOHTPOJIKO SKOCTI
chnakoHy y MapKyBaHHS, roTOBOrO /iKapCbKOro 3acoby

KapTOHHiiA KOopoobLy

KOHTPO/Ib SIKOCTi Ta
BMNYCK Cepi:
Mepk Xenckea

KlraA, HimeuunHa;

BMPOGHMLTBO
roToBOro
NiKapcbKoro 3acooby,
nepBUHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTi Ta
BUNYCK Cepili:
Mepk CepoHo C.A.,
Bi4iINEHHA Y M.
O60HH, LBeliuapis;

(3amiHa abo fofaBaHHS BUPOOHMKA,
LLIO BignoBifae 3a BBE3€HHA Ta/abo
BMNYCK cepii) - Bknovatoum
KOHTPO/ib/BUNPOGYBaHHSA cepii ans
niKapcbKoro 3acoby
6io10riYHOro/iMyHO/0rYHOT0
MOXOMKEHHS Ta OfIMH 3 METOLB
aHaUi3y, L0 3aCTOCOBYETLCS Ha
OinbHWUI, €
6i0N0rivYHUM/IMyHONOTYHUM/IMYHOXI
Mi4YHUM METOLOM - 0AABaHHSA
anbTepHaTUBHOI BUPOGHUYOI
AinbHuui Mepk CepoHo C.A.,
BigAineHHsa y M. O60HH, LLBeliLapis,
K @/IbTEPHATUBHOI Ai/TbHUL,
BiANOBIAA/IbHOI 38 KOHTPO/1b AKOCTI




82 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

KOHTPO/Tb SIKOCTI:
Mepk CepoHo
C.n.A., Itania

roToBOro Nikapcbkoro 3acoby Ta
BUWMYCK CEPiil roTOBOro NiKapCbKoro
3acoby (Mepk CepoHo C.A.,
BigAineHHa y M. O60HH, 30H
IHaycTpiens ae N'Ypbetas, 1170
O60HH, LBeiiyapis / Merck Serono
S.A., Succursale d’Aubonne, Zone
Industrielle de I'Ouriettaz, 1170
Aubonne, Switzerland). 3miHn
(oofaBaHHS BUPOOHUKA) BHECEHI B
po3ginu «BnpobHuk» Ta
«Micue3HaxomKeHHs BUpOGHMKa Ta
ajpeca Micus NpoBaKeHHs oro
OiSNBHOCTI» IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHSA
niKapcbKoro 3acoby. Ak Hacnifok
3aTBEPMAKEHHS TEKCTY MapKyBaHHS
yNakoBKM MikapCbKoro 3acoby ans
[0AaHOr0 BUPO6HMKa. BBeAeHHN
3MiH NnpoTarom 6 micauiB nicns
3aTBEpMKEHHS. 3MiHu Il Tvny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpO6HULTBI. 3amiHa
abo BBeeHHS A0A4aTKOBOT AiNbHULLI
BMPOBGHULTBA AN18 YacTUHU abo
BCbOr0 BUPOBGHMYOro npovecy
roTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHW) foAaBaHHA anbTepPHATUBHOI
BMPOGHWYOI AinbHNLI Mepk CepoHo
C.A., BiofineHHs1 y M. OGOHH,
LseiiLapis, BignoBifansLHOI 3a
BMPOGHWLTBO, NEPBUHHE Ta
BTOPWHHE NakKyBaHHS roTOBOro
niKkapcbKoro 3acoby i3 cynyTHIMU
3MiHaMun y BUPOGHMYOMY NpoLeci,
BuAax KOHTPO/O y Npoueci
BMpOGHULTBA Ta po3mipi cepil
( Mepk CepoHo C.A., BigfineHHs y
M. O60HH, 30H IHAYCTpieNb ae
JTYpbeTas, 1170 O60HH, LLBeliLapis
/ Merck Serono S.A., Succursale
d’Aubonne, Zone Industrielle de
I'Ouriettaz, 1170 Aubonne,
Switzerland).
BBeaeHHs 3MiH NpoTarom 6 micsyis
nicns 3aTBepmKeHHs. 3miHu 1l Tuny -




JopaTka 3

83

IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3aKynoptoBasnbHuii 3aci6.
3MiHa y NepBUHHIiA ynakoBsLji
roTOBOrO NiKapCbKOro 3acoby
(AKiCHWIA Ta KiSTbKiCHWIA cknag,) -
CTepunbHi nikapcbki 3acobu Ta
nikapcbki 3acobu
6i010riYHOro/iMyHO0rYHOT0
NOXO/DKEHHS - 3MiHW A0 NEePBUHHOT
yMakoBKM rOTOBOTO NiKapCbKOro
3aco6y 415 BUPOOHMNYOT AifbHUL
Mepk CepoHo C.A., BigAiNeHHA y M.
O60HH, LLBeiuapis, a cave
BBE[eHHS a/lbTepHaTUBHOIO
nocTavasnibHviKa CKISHUX (O/1aKoHIB,
BBE[IEHHS a/lbTEPHATUBHOT
(6poMbGyTMNBLOBOI) NPO6KN Ta
rapMmoHisauii oopmMu ans Beix
dhnakoHiB Ta NPo60oK. BBEAEHHS 3MiH
npoTsArom 6 micauis nicns
3aTBEPKEHHS.

52,

ETAMBYTON
[T 100

Ethambuto
|

eTambyT
ony
rigpoxno
pva

JO4AK
02

TabneTtku, Wwo
[AVCnepryTbes no
100 mr; no 10
Tabnetoky
6nictepi, no 10
6nictepiB y
KapTOHHIM
ynakoBLi

Makneopc
dapmacb
toTukanc

Nimiteq

IHgis

Okcaric /labe

IHais

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMaTtepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnsay
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPO
cuctemy hapmakoHarnsagy, 3amiHa
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarisgy B
YKpaiHi, AKLO0 BOHa BigMiHHA Bif,
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnagy (Bkiovarouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0cobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3pificHeHHs hapmakoHaragy. 3miHa
Micus 3AiiCHEHHS! OCHOBHOI

3a
peyerimom

UA/20918/01/01




84 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
AiSNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLle3Hax0MKEHHSI MacTep-
thaiina cuctemn chapmakoHarnsgy
Ta lioro Homepa.
53. | EPMEPVH ceftriaxon uectpn | JO1DD | nopowlok gns AHaHTa Benvka AHaHTa Megikeap IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 3a He UA/16125/01/01
e aKCoH 04 pO34nHy AN Megikeap BputaHi Nimiten mMartepianis: 3miHu | TUNy - 3MiHKN 3 peuyenmom | nions2
HaTpito iHekuiimo1r; 1 nra. a AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. ae
donakoH 3 CTabinbHicTb. 3MiHa y TepMiHax
NOPOLLKOM B npyUAATHOCTI @60 ymoBax 36epiraHHs
Kopoo6Li roTOBOrO JliKapCbKoro 3acoby
(36inbLUEHHS TEPMiIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPMKYETHCSA AaHNMUN
peasibHOro yacy) 36inbLeHHs
TepMiHy npugartHocTi MN3. fitova
pegakuisi: TepmiH npuaaTHocCTi: 2
poku; MponoHoBaHa pefakLis:
TepmiH npugaTHOCTI: 3 poKWU. 3MiHK
BHECEHO B iHCTPYKLil0 Ans
MeAMYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby y po3ain
"TepmiH npugaTtHocTi". BBegeHHs
3MiH NpoTArom 3-x micsauis nicns
3aTBEPKEHHS.
54. | EPMEPWH ceftriaxon uedtpn | JO1DD | nopowok ans AHaHTa Benuka AHaHTa Megikeap IHAisA BHECEHHS 3MiH 40 peecTpaLiiHnX 3a He UA/16125/01/02
e aKCoH 04 pO34nHy OoNns Megikeap BputaHi Nimiten mMartepianis: 3miHu | TUNy - 3MiHKU 3 peuenmom | nionsi2
HaTpito iH'ekuiino 2r; 1 nra. A AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. ae
chnakoH 3 CrabinbHicTb. 3MiHa y TepMiHax
NOPOLLKOM B npuAATHOCTI @60 ymoBax 36epiraHHs
Kopoo6Li roTOBOrO JliKapCbKoro 3acoby

(36iNbLUEHHS TEPMiIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPMKYETHCA AaHUMU
peasibHOro yacy) 36inbLIeHHA
TepMiny npugartHocTi MN3. fitova
pepakuis: TepMiH npuaaTHocTi: 2
poku; MponoHoBaHa pefakLis:
TepmiH npugaTHOCTI: 3 poKW. 3MiHK
BHECEHO B iHCTPYKL0 An1s
MeAMYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby y po3gin
"TepMiH npuaaTHocTi". BBeAeHHSA
3MiH NpoTArom 3-x micsauis nicns
3aTBEPKEHHS.




85 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
55. | IBIKAPOA® H Telmisarta | Tenmica | C09D Tabnetku no 40 OPIrAHO OAE EBepTomxeH Nalid IHAis BHECEHHS 3MiH [j0 peecTpaLiiiHx 3a UA/16929/01/01
nand pTaH Ta AQ7 mr/12,5 mr; no 7 CVH CaeHcuz Jlimiteq MaTepianis: 3miHu | TUNy - 3MiHn peyenmom
diuretics rigpoxno Tabnetok B NANSCA oo 6e3nekn/edeKTUBHOCTI Ta
poTiasung aIOMIHIEBOMY EHCUN3 thapmakoHarnsgy. BeefeHHs abo
6nictepi, no 2 (E® 3ET ) 3MiHM [0 y3ara/lbHEHUX JaHuX Npo
6nictepu y cucTemy chapmakoHarnsay
KapTOHHiiA (BBEAEHHSA y3araslbHEHVX AaHUX NPO
Kopob6ui; no 7 cucTemy chapmakoHarnsgy, 3miHa
TabneTok B YMOBHOBaXEHOI 0cobwu,
aIOMIHIEBOMY BiANOBIAA/ILHOI 3a 3iicCHEHHSA
6nictepi, no 4 hapMakoHarasa4y; KOHTakKTHOI 0cobu
6nictepu y 3 chapmakoHarnisay 3asiBHVKa ans
KapTOHHI KOpo6Lii 3[jiCHEHHsI hapmakoHarnaay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOT 0cobwu,
BiANOBIAA/IbLHOI 3a 3iicCHEHHSA
hapmakoHarnagy (Bkiovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnsg,. Bunyyenxs
iHchopMawii LLoA0 KOHTaKTHOT 0co6u
3as1BHVIKa, BignoBiganbHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHs1 MacTep-
thaiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSbHOCTI 3 hapmakoHarniagy.
56. | IBIKAPO® H Telmisarta | Tenmica | C09D Tabnetku no 80 OPIrAHO OAE EBepTogxeH Jaiidy IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/16929/01/02
nand pTaH Ta A07 mr/12,5 mr; no 7 CUH CaeHcus Jlimiteq mMatepianis: 3miHu | TUNY - 3MiHn peyenmom
diuretics rigpoxno Tabnetok B NANDCA wofo 6e3nekn/edekTMBHOCTI Ta
poTiasung TIOMIHIEBOMY EHCUN3 hapmakoHarnisgy. BeegeHHs abo
6nictepi, no 2 (E® 3ET ) 3MiHW [0 y3ara/ibHeHWX JaHux npo
6nictepu y cucTtemy thapmakoHarnsgy
KapTOHHIM (BBEAEHHSA y3araslbHEHUX AaHUX MPO
Kopob6ui; no 7 cuctemy hapmakoHarnsagy, 3amiHa
TabneTok B YMNOBHOBaXeHOT 0cobu,
TIOMIHIEBOMY BiANOBIAA/IbHOT 32 34iNCHEHHSA
6nictepi, no 4 thapmakoHarnsgy; KOHTakTHoT 0cobu
6nictepu y 3 thapmakoHarnsgy 3assHuka ans
KapTOHHI kopooLj 3iiCHEHHS hapmakoHarisgy B
YKpaiHi, AKLO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0cobu,




JopaTka 3
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

BiANOBIAA/IbLHOI 3a 3iicCHEHHSA
hapmakoHarnagy (Bkiovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-thaiina cuctemu
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnsg,. Bunyyenxs
iHchopMawii LLoA0 KOHTaKTHOT 0co6K
3as1BHVIKa, BignoBiganbHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHsA MacTep-
thaiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSbHOCTI 3 hapmakoHarniagy.

57.

ISIKAPA® H

Telmisarta
n and
diuretics

Tenwica
pTaH Ta
rigpoxno
poTiasung

C09D
AO07

Tabnetkn no 80
Mmr/25 mr; no 7
TabneTok B
TIOMIHIEBOMY
6nictepi, no 2
6nictepn y
KapTOHHIM
Kopob6ui; no 7
TabneTok B
TIOMIHIEBOMY
6nictepi, no 4
6nictepn y
KapTOHHI kopooL;j

OPTrAHO
CWH
NANSCA
€HCN3
(E® 3ET)

OAE

EBepTogxeH Jlaiidy
CaeHcus JlimiTeq

IHais

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMatepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnsay
(BBEAEHHSA y3araslbHEHVX AaHUX NPO
cuctemy hapmakoHarnsagy, 3amiHa
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarnsgy B
YKpaiHi, AKLO0 BOHa BiAgMiHHA Bif,
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnagy). 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6w, BignoBigasIbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHchopmaLii LLLOA0 KOHTaKTHOT 0cobK
3as1BHMKA, BiAMNOBIAA/IbHOI 32
3[jiCHEeHHSI hapmakoHarnsgy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLle3Hax0oMKEHHSI MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 3AiCHEHHS OCHOBHOT

3a
peyerimom

UA/16929/01/03




87 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
AiSbHOCTI 3 hapmakoHariagy.
58. | KAHAIA-B Imidazoles | knotpum | DO1A Kpem, mo 15ry neHmapk IHgis neHmapk IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/8210/01/01
[triazoles ason, C20 Ty6i; no 1 Ty6i B dapmach dapmacboTukan3 mMaTtepianis: yTOUHEHHS peyenmom
in 6eknome KapTOHHil loTUKan3 nra. peecTpaluiiiHoi npoueaypu B
combinatio | TasoHy ynakoBLji nra. Hakasi MO3 Ykpaiuu Ne 971 Big,
n with avnponi 15.07.2026 - 3miHu | TUNY - 3MiHK 3
corticoster | oHaT AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
oids KOHTPO/Ib AOMOMIDKHMX PEYOBUH.
3miHa napameTpiB cneuudikaiii
Ta/abo [onycTMMUX Mex A5
[0NOMDKHOT PEUOBMHU (BU/TYYEHHS 3i
cneundikaLii He3Ha4YHOro NokasHuka
(ranpviknag 3actapinoro
NoKasHMKa)) - BUAAIEHHS i3
cneuuaikaLii 4OMOMIXHOI pe4oBUHM
Sodium Dihydrogen Phosphate
Dihydrate TecTy Ha MULL'sAK
BiAMOBIAHO 40 BUMOro MoHorpadii
BP
59. | KEMAEKC dexketopr | gekckeT | MO1A | po3uuH Ans MpuBaTHe | YkpaiHa MpuBatHe YkpaiH BHECEHHS 3MiH 0 peecTpaLiiHX 3a UA/19022/01/01
IH'EKT ofen onpodpe | E17 iH'ekuin, 25 mr/mn, akuioHepH akuioHepHe a mMartepianis: yTOYHEHHS peuyenmom
HYy no 2 mn B amnyni, e TOBapUCTBO "Jlekxim- peecTpauiiiHoi npoueaypu B
TpomeTa no 5 amnyny TOBapucTB Xapkis" Hakasi MO3 YkpaiHu Ne 1122 Big,
Mon 6nictepi, no 1 0 "Jlekxim- 13.08.2026 B npoueci
6nicTepy B nauui XapkiB" nepepeecTpadii (Bepcii MNYP) -

MepepeecTpauis Ha HeOBMEXeHWIA
TEPMiH.

OHOoBEHO iH(hOPMAaL,ito B IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3ginax
"Oco61BOCTI 3aCTOCyBaHHA",

"Cnoci6 3acTocyBaHHS Ta fo3un",
"Mo6iyHI peakuii BigNOBIgHO A0
iHchbopmawii LWoA0 MefuyHOro
3aCToCyBaHHA pedhepeHTHOro
nikapcbkoro 3aco6y (dekcanriH
IH’ekT, 25 Mr/ MA, po3unH Ans
iH'eKUIN), a Takox y po3gini "Mo6iyHi
peaxuii” LWoA0 BaXIMBOCTI
3BiTyBaHHA NPO NoGiYHI peakw;i.

Pe3tome nnaHy ynpaBniHHA
pusnkamu Bepcia 1.2 ponaerbes.
MepiognyHICTb NOAAHHSA PerynspHO

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BifiNoBiAHO f10 MopsaKy 3AiNCHEHHS




88 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLii YkpaiHu 29
ciyHsa 2007 poky 3a Ne 73/13340 (3i
3MiHamu), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavYeHuMmn y
nepioAVNYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3Mneku.
60. | KETAHIKC ketorolac keTopon | MO1lA PO34MH Ans MpuBaTtHe | YkpaiHa MpuBaTHe YkpaiH BHECEHHS 3MiH 40 peeCcTpaLiiHNX 3a UA/3314/02/01
aky B15 iH’exuiii, 30 mr/mn; akuioHepH akuioHepHe a mMatepianis: 3miHu | TUNY - 3MiHn peyenmom
TpomeTa no 1 mn B amnyni; e TOBapuUCTBO "J1eKXiM wofo 6esnekn/edekTMBHOCTI Ta
MiH no 10 amnyny TOBapucTB - Xapki" papmakoHarnsgy (iHwi 3miHn)
nadui; no 1 mn B 0 "[lekxim - OHOB/1EHO TEKCT MapKyBaHHS
amnyni; no 100 Xapkis" NepBMHHOT Ta BTOPUHHOI YNakoBKu
amnyn y navuj; no nikapcbKoro 3acoby, a came:
1 mn B amnyni; no BW/TyYEHO iHhopMaLLilo, 3a3HaYeHy
5 amnyn B POCIiCbKOI0 MOBOIO, BHECEHO 3MiHU
6nicTepi; no 2 y TEKCT MapKyBaHHS1 NEPBUHHOT (.
6nictepu B nayuj 2, 6) Ta BTOPUHHOI (n. 2, 4, 11, 17)
ynakoBKM, a TakoX 3po6/1eHo
He3HauHi pegakuiiiHi npaBku.
BBefeHHA 3MiH NPOTATroMm 6-Tn
MicsLiB NiC/1sA 3aTBEPLPKEHHSA
61. | KETOAEKCA dexketopr | pekckeT | MO1A | TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLTBO 3a YkpaiH BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/16020/01/01
ofen onpodpe | E17 NNiBKOBOIO «[MpepgcTa NOBHUM LUK/IOM: a marepianis: 3miHu | Tuny - peyenmom
HYy 060/10HKOI0, N0 25 BHULTBO TOB AfMiHICTpaTMBHI 3MiHW. 3MiHa
TpomeTa mr; no 10 BAYM «ACTPA®APM», HalilMeHyBaHHs Ta/abo agpecu micus
Mon TabneToky SAPM YKpaiHa,; NPOBaKEHHS AisS/IbHOCTI BUPOGHMKA
6nictepi; no 1 abo TMBX>» ceptudikauis cepii (BrntOvaroun, 3a HeobXiAHOCTI, Micue
no 3 6nictepu y Ta Bugava [03Bosy NpoBeAeHHS KOHTPOJII0 AKOCTI), abo
KopooLi Ha peasisaujto BNlacHWKa macTep-ghaiina Ha Adl,
(sunyck cepii: TOB abo noctavanbHuka A®l/suxigHoro
"MpeacTaBHULITBO marepiany/peareHTy/npomMiKHOro
BAYM ®APM NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
TMBX", YkpaiHa BUPO6HMUTBI A®I (SKLLO 3a3HAaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikata
BiNOBIgHOCTI E€Bponelicbkilt
thapmakonei y 3aTBepKeHOMy
[ocbe, abo BUPOOHUKA HOBOI
[OMNOMDKHOT PEYOBUHM (SKLLLO
3a3Ha4yeHo y Aocbe) 3MiHa Ha3BM
BMpoGHMKa API 3 SAURAV
CHEMICALS LIMITED, INDIA Ha




89 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
"SCL Lifesciences Limited", IHgjs.
Micue3HaxomkeHHS BUPOGHNYOT
OiNbHULI He 3MIHWIOCb.
62. | KETOTU®EH ketotifen KeToTng - Tabnetkn no 0,001 | MpuBaTHe | YkpaiHa MNpvBaTHe YKpaiH BHECEHHS 3MiH [0 peecTpaLiiiHux - UA/0207/01/01
eH (y r; in bulk: no 3000 aKuioHepH akuioHepHe a MaTtepianis: 3miHu | TUNy - 3MiHn
BUrNAI Tabnetoky e TOBapuUCTBO "J1ekxim- Lwoao 6e3nekn/edeKTUBHOCTI Ta
KeToTUd KOHTelHepax TOBapucTe Xapkis" hapmakoHarnagy (iHwi 3MiHn) 3miHun
eHy 0 "Jlekxim- y TeKCTi MapKyBaHHs1 oopmum in bulk,
rippodoy Xapki" Yy 3B'A3KY 3 BUJTYYEHHSM TEKCTY
mapaTy) MapKyBaHHS POCIiCbKO0 MOBOIO, a
TaKoXX BHECEHHS peAaKLinHMX 3MiH
Ta YTOYHEHHS iHhopmaLlii B
MapkyBaHHi dpopmu in bulk 3a n.n. 2,
4,11, 17. BBef€eHHS 3MiH NpOTSArom
6-TN MiCALB Nic/1A 3aTBEPAKEHHS.
63. | KETOTUPEH ketotifen ketotnd | ROBA Tabnetkn no 0,001 | MpuBaTHe | YkpaiHa MpuBaTHe YKpaiH BHECEHHS 3MiH 0 peecTpaviiiHux 3a UA/3317/01/01
eH (y X17 r; no 10 TabneTok aKLjioHepH akujioHepHe a marepianis: 3miHu | Tuny - 3MiHK peyenmom
BUrNAAI y 6nicTepi; no 1 e TOBapUCTBO "J1ekxim- Lopao 6e3nekn/edeKTUBHOCTI Ta
KeToTUd abo 3 6nictepn y TOBapuUCTB Xapkis" hapmakoHarnagy (iHwi 3MiHu)
eHy nautii 3 KapToHy 0 "/lekxim- OHOB/IEHO TEKCT MapKyBaHHs
rippodoy Xapkis" NepBMHHOT Ta BTOPUHHOI YNakoBKu
mMapaTy) nikapcbKoro 3acoby, a came:
BW/Ty4EHO iHhopMaLlito, 3a3HaveHy
pocilicbKolo MOBOHO, i3 TEKCTY
MapKyBaHHS BTOPMHHOT YNaKoBKM,
BHECEHO 3MiHW Yy TEKCT MapKyBaHHS
NnepBUHHOT (N. 2, 6) Ta BTOPUHHOI (1.
2,4, 11, 16, 17) ynakoBKu, a Takox
3p06IEHO HE3HAYHI pedakLiliHi
npasku. BBeieHHs 3MiH NPOTArom 6-
TN MicALiB NicNs 3aTBEpPAKEHHS.
64. | KNATIHON® Lansopraz | 1 A02B TabneTku, BKpUTI OPrAHO OAE EBepTomxeH Naiid IHAisA BHECEHHS 3MiH 0 peecTpaLiiiHX 3a UA/5974/01/01
ole, Tabnetk | D09 060/10HKOI0, MO CUH CaeHcuns Jlimiteq MaTtepianis: 3miHu | TUNY - 3MiHK peuenmom
clarithrom a 500 mr + NANDCA wofo 6esnekn/edekTMBHOCTI Ta
ycin and MICTUTb TabneTku, BKpUTI EHCK3 thapmakoHarnsgy. BeegeHHs abo
tinidazole Knaputp 060/10HKOI0, MO (E® 3ET 1) 3MiHM [0 y3arasibHeHWX JaHux npo
OMILMH; 250 mr + kancynm cuctemy thapmakoHarnsgy
1 no 30 wr; (BBEAEHHSA y3araslbHEHVX AaHUX NPO
Tabnetk KOMGIHOBaHW cuctemy hapmakoHarnsgy, 3miHa
a Habip gns yNOBHOBaXXEHOI 0Cco6bY,
MiCTUTb nepopasibHOro BiANOBIAA/IbHOT 32 3AiICHEHHS
TUHIAA30 3acTocyBaHHs chapmakoHarnsgy; KOHTakTHoOI 0cobm
n; Ne4?2: 2 Tabnetku 3 hapmakoHarnsay 3asiBHuKa s
1 XKOBTOrO KOJ/IbOpPY 3[jiCHeHHs hapmakoHarnsgy B
Kancyna Kpyrnoi oopmun YKpaiHi, K0 BOHa BiAMiHHA Bif,
MICTUTb (TuHigasony) + 2 YNOBHOBaXEHOI 0cobw,




90 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
nenetu TabneTku XOBTOro BiANOBIAA/IbLHOI 3a 3iicCHEHHSA
nadconp KO/IbOPY A,0BracTtoi hapmakoHarnagy (Bkiovarun
asony chopmu KOHTaKTHi AaHi) Ta/abo 3MiHn y
(knapuTpOMILMHY) pO3MilLeHHI MacTep-thaiina cuctemu
+ 2 kancynu thapmakoHarnsgy) - 3miHa
(naHconpasony) - KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
y cTpuni, no 7 ocobw, BignoBiganbHOI 3a
cTpunis y thapmakoHarnsg,. Bunyyenxs
KapTOHHI navui; iHchopMawii LLoA0 KOHTaKTHOT 0co6K
KOMGIHOBaHWA 3as1BHVIKa, BignoBiganbHOI 3a
Habip ans 3[jiCHEeHHs hapmakoHarnsgy B
nepopasibHoro YkpaiHi Ta i KOHTaKTHUX AaHUX.
3acTocyBaHHS 3MiHa MicLe3HaxoMKeHHA MacTep-
Ned2: 2 TabneTtkn thaiina cuctemu hapmakoHarnagy.
YKOBTOrO KOJ/IbOpPY 3MiHa MicLs 34iACHEHHSI OCHOBHOT
Kpyrnoi oopmMun AiSNbHOCTI 3 hapmakoHarnagy.
(TuHigasony) + 2
TabneTku XKOBTOro
KONbOPY A0BracToi
hopmu
(knapuTpoMILMHY)
+ 2 Kkancynu
(naHconpasony) -
y 6nicTepi, no 7
6nictepiB y
KapTOHHIM nayui
65. | Knonikcon zuclopenth | 3ykione | NOSAF | TabneTku, BKpUTI NyHp6ek [aHis BMPOGHMLTBO [aHis BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a He UA/2205/01/02
ixol HTukcon | 05 NiBKOBOIO Ekcrnopt Hepo3hacosaHoro marepianis: 3minu Il TUNy - 3MiHK peyenmom | nionse
y 0060/10HKO10, Mo 10 AlC NPOAYKTY, NEPBUHHE oo 6e3nekn/edekTMBHOCTI Ta ae
aurigpox mr; no 100 Ta BTOPUHHE thapmakoHarnagy (iHwi 3miHu) -
nopvg, TabneToky naxyBaHHs, BUNYCK 3MiHW BHECEHO [0 IHCTPYKUIT ANs
naacTMKOBOMY cepiii: X. lyHabek MeAMNYHOro 3aCTOCyBaHHS
KOHTelHepi; no 1 A/C, [aHis; nikapcbKoro 3acoby y po3gim
nNacTUKoOBOMY BUNPOBYBaHHSA 3a "Oco6nMBOCTI 3acTOCyBaHHA" Ta
KOHTeliHepy B NOKa3HUKOM "Mo6iyHi peakuji”. BBeAeHHS 3MiH
KapTOHHIA KOpo6Li "Mikpo6ionoriyHa NPOTArom 6-Tu MicALiB nicas
yncToTa": EypodiHc 3aTBepMHKEHHs. 3MiHu Il Tuny -
Biochapma MpogakT 3MiHM Wopao 6e3nekn/edeKTMBHOCTI
TecTiHr JleHmapk Ta thapmakoHarnsagy (iHwi 3miHum) -
A/C, faHisa 3MiHW BHECEHO [0 IHCTPYKUIT ANs
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3aim
"Oco6n1BOCTI 3acTOCyBaHHS",
"Mo6ivHI peakujii”, a Takox po3gin
"Mo6iuHi peakwi" LONOBHEHO
iHthopmaui€to LWoAo 3BiTyBaHHS Mpo




91 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
no6iyHi peakuii. BBegeHHs 3MiH
npoTArom 6-Tm MicALiB nicns
3aTBEPAKEHHSA
66. | Knornikcon zuclopenth | 3yknone | NOSAF | TabneTku, BKpUTI NyHp6ek NaHis BMPOGHMLITBO [NaHis BHECEHHS 3MiH 1O peecTpavLiitHnx 3a He UA/2205/01/01
ixol HTMKcon | 05 NNiBKOBOIO EkcnopT Hepo3dhacoBaHOro martepianis: 3miHu Il Tuny - 3miHn peyenmom | nidssi2
y 060/10HKOI0, MO 2 AlC NPOAYKTY, NEPBUHHE Lwoao 6e3nekn/edeKTUBHOCTI Ta ae
avrigpox mr; no 100 Ta BTOPUHHE hapmakoHarnsagy (iHwi 3miHu) -
nopug Tabnetoky nakyBaHHs1, BUMYCK 3MiHV BHECEHO A0 iHCTPYKUiT Ans
nnacTyKoBoMy cepiii: X. Jlynpbek MeAMYHOro 3acToCyBaHHA
KOHTelHepi; no 1 AIC, [laHis; nikapcbKoro 3acoby y po3ginm
naacTMKOBOMY BMNPOOYBaHHS 3a "Oco6MBOCTI 3aCTOCyBaHHA" Ta
KOHTEliHepy B NOKa3HNKOM "Mo6iuHi peakuii”. BBeAeHHS 3MiH
KapTOHHiiA KOopoobLy "Mikpo6ionoriyHa npoTArom 6-Tn MicALiB nicns
unctoTa": EypodhiHc 3aTBEpPMKEHHS. 3MiHn Il Trny -
Biothapma MpopgakT 3MiHU Woao 6e3nekn/edeKTUBHOCTI
TecTiHr leHmapk Ta hapmakoHarnsagy (iHwi 3amiHu) -
A/C, LaHis 3MiHV BHECEHO A0 iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby y po3ginm
"Oco6MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwyji”, a TakoX po3ain
"Mob6iuHi peakwi" LONOBHEHO
iHhopMmaui€eo WwoA0 3BiTyBaHHSA Npo
no6iyHi peaxuii. BBeieHHS 3MiH
NpoTArom 6-Tm MicALiB nicns
3aTBEPAKEHHS
67. | KNOTPUMAS3 | clotrimazol | knotpum | GO1A TabneTku OPIrAHO OAE EBepTomxeH Nalid IHais BHECEHHS 3MiH 0 peecTpaLiiiHux 6e3 UA/8794/02/01
on e ason F02 BariHanbHi no 100 CW/H CaeHcus Nimiteq, marepianis: 3miHu | Tuny - 3miHn peyenma
Mr; o 6 TabneTok NANDGCA oo 6e3nekn/edeKTMBHOCTI Ta
y cTpuni; no 1 €HCIN3 thapmakoHarnsgy. BeegeHHs abo
cTpuny 3 (E® 3ET ) 3MiHV [0 y3araslbHEHUX AaHuX npo
annikatopom y cuctemy hapmakoHarnagy
KapTOHHIN nauu; (BBEAEHHSA y3araslbHEHVX AaHUX NPO
no 6 TabneTok y cucTemy thapmakoHarnagy, 3amiHa
6nictepi; no 1 YMOBHOB&XXEHOT 0co6W,
6nictepy 3 BiANOBIAA/ILHOI 32 34iiCHEHHSA
annikatopom y hapMakoHarnagy; KOHTakTHOI ocobu
KapTOHHIN nayi 3 chapmakoHarnisgy 3asiBHVKa ans
3[jiCHEeHHs1 hapmakoHarnsay B
YkpaiHi, AKL0 BOHA BiAMIHHA Bif
YMOBHOB&XXEHOT 0co6W,
BiANOBIAA/ILHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkiovaroum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHI MacTep-thaiina cuctemu
dhapmakoHarnagy) - 3miHa




92 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI
ocobw, BiANoBiAa/IbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHbopMmaLii o0 KOHTaKTHOT 0co6U
3asBHVIKa, Bi4NOBiAaNbHOI 3a
3[jiCHEeHHs1 hapmakoHarnsgy B
YKpaiHi Ta 1i KOHTaKTHUX JaHUX.
3MiHa MicLle3Hax0MKEHHSI MacTep-
thaiina cuctemy hapmakoHarnagy.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI
AISNbHOCTI 3 hapmakoHarisay.
68. | KOKOMIA bicalutami | 6ikanyta | LO2BB | TabneTku, BKpuUTI Mictpan AHrniA CiHTOH XicnaHis, IcnaHi BHECEHHS 3MiH 0 peecTpaLiiiHnX 3a He UA/18657/01/01
de Mig, 03 NiBKOBOIO Kenitan C.J. a marepianis: 3miHu | Tuny - peyenmom | nionse
0060/10HKO10, M0 50 MeHemkm AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK ae
Mmr, no 10 eHT nikapcbKoro 3acoby
TabneToky Nimiten 3MiHa Ha3BM NiKapcbKoro 3acooby.
6nictepi; no 3 3arBepmkeHo: BICTAMIZ,
6nictepu B (VISTAMID). 3anponoHoBaHo:
KapTOHHiiA KopoobLy KOKOMIJ, (COCOMID)
TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsALiB Nicns 3aTBepPKEHHS.
69. | KOKOMIA bicalutami | 6ikanyta | LO2BB | tabnetku, BKpuTI MicTtpan AHrnis CiHTOH XicnaHis, Icnani BHECEHHS 3MiH 1O peecTpavLiitHnx 3a He UA/18657/01/02
de Mig, 03 NAiBKOBOO Kenitan C.n. A marepianis: 3miHu | Tuny - peyenmom | miosse
060/10HKO, N0 MeHekm AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU ae
150 mr, no 10 eHT nikapcbKoro 3acoby
Tabnetoky Nimiten 3MiHa Ha3BM NiKapCbKoro 3acoby.
6nictepi; no 3 3arsepmxeHo: BICTAMI,
6nictepu B (VISTAMID). 3anponoHoBaHo:
KapTOHHI KOpo6Lii KOKOMIJ, (COCOMID)
TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MiCALIB MIiCNSA 3aTBEPLKEHHS.
70. | KOMBIrPUM Paracetam | mapauet | N02B MOPOLLIOK ANs OPrAHO OAE EBepTomxeH Naiid IHAisA BHECEHHS 3MiH 0 peecTpaLiiiHX 6e3 UA/11503/01/01
XOT CIn® ol, amon, E51 OpasIbHOro CUH CaeHcus flimites, MaTtepianis: 3miHu | TUNY - 3MiHK peuyenma
combinatio | uetupus pO3unHy 3 NIAV®CA IHpisa; Cara oo 6e3nekn/edeKTMBHOCTI Ta
ns excl. UHY JNIMMOHHVM EHCK3 NaidcaeHcns thapmakoHarnsgy. BeegeHHs abo
psycholept | rigpoxnio CMakom; no 5r (E® 3ET 1) Nimiten, IHAiA 3MiHM [0 y3arasibHeHWX JaHux npo
ics pva, MOPOLLIKY B calle; cuctemy thapmakoHarnsgy
dheHine no 10 cawe B (BBEAEHHSA y3araslbHEHVX AaHUX NPO
hprHY KapTOHHI KOpo6Lii cuctemy hapmakoHarnsgy, 3miHa
rigpoxno YNOBHOBaXeHOT 0cobw,
pviA, BiANOBIAA/IbHOT 32 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoOI 0cobm
3 thapmakoHarnsgy 3asBHuka Ans
3[jiCHeHHs hapmakoHarnsgy B
YKpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0cobw,




93 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
BiANOBIAA/IbLHOI 3a 3iicCHEHHSA
hapmakoHarnagy (Bkiovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnsg,. Bunyyenxs
iHchopMawii LLoA0 KOHTaKTHOT 0co6K
3as1BHVIKa, BignoBiganbHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHsA MacTep-
thaiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSbHOCTI 3 hapmakoHarniagy.
71. | KOMBIrPUN Paracetam | napauet | N0O2B NOPOLLOK ANs OPIrAHO OAE EBepTogxeH Jlaiidy IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 6e3 UA/11504/01/01
XOT CIn® ol, amon, E51 0OpasIbHOro CUH CaeHcu3 flimites, mMatepianis: 3miHu | TUNY - 3MiHK peyenma
combinatio | uetupus PO3UuMHy 3 NIAV®CA IHpia; Cara oo 6e3nekn/edeKTMBHOCTI Ta
ns excl. NHY MaJIMHOBUM EHCUN3 NaiidpcaeHcmns hapmakoHarnisgy. BeegeHHs abo
psycholept | rigpoxsio CcMakom; no 5r (E® 3ET ) NimiTes, IHAiA 3MiHW [0 y3arasibHeHWX JaHux npo
ics pva, MOPOLLIKY B calle; cucTemy chapmakoHarnsgy
doeHine no 10 cawe B (BBEAEHHSA y3araslbHEHUX AaHUX MPO
puHY KapTOHHI Kopo6Li cuctemy hapmakoHarnsagy, 3amiHa
rigpoxno yNOBHOBaXEHOI 0cobu,
pna BiANOBIAA/IbHOT 32 34iNCHEHHSA

chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarnsgy B
YKpaiHi, AKLO0 BOHa BiAgMiHHA Bif,
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6w, BignoBigasIbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHchopmaLii LLLOA0 KOHTaKTHOT 0cobK
3as1BHMKA, BiAMNOBIAA/IbHOI 32
3[jiCHEeHHSI hapmakoHarnsgy B
YkpaiHi Ta Il KOHTaKTHUX JaHUX.
3MiHa MicLle3Hax0oMKEHHSI MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 3AiCHEHHS OCHOBHOT




94 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
AiSbHOCTI 3 hapmakoHariagy.
72. | KOMBIFrPUN® | Paracetam | napauet | NO2B TabneTtku no 8 OPIrAHO OAE EBepTogxeH Jlaiidy IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 6e3 UA/2913/01/01
ol, amon, E51 Tabnetoky CUH CaeHcus Jlimiteq mMatepianis: 3miHu | TUNY - 3MiHK peyenma
combinatio | KodeiH, 6nictepi 3 honbrn NIAV®CA oo 6e3nekn/edeKTMBHOCTI Ta
ns excl. doeHine QTHOMIHIEBOI i EHCUN3 hapmakoHarnisgy. BeegeHHs abo
psycholept | cpuHy nniBku (E® 3ET ) 3MiHW [0 y3arasibHeHWX JaHux npo
ics rigpoxno noniBiHINXNoOpuaH cucTemy thapmakoHarnsgy
pua, oi abo no 8 (BBEAEHHSA y3arasilbHEHUX AaHUX MPO
xnopdoe Tabnetoky cuctemy hapmakoHarnsagy, 3amiHa
HipamiHy 6nicTepi i3 honbrm yNOBHOBaXeEHOI 0cobu,
mManear a/TIOMiHIEBOI; o 1 BiANOBIAA/IbHOT 32 34iNCHEHHSA
6nictepy y nauui 3 chapmakoHarnsgy; KOHTaKTHOT 0cobm
KapToHy; rno 8 3 thapmakoHarnsgy 3assHuka ans
Tabnetoky 3iiCHEHHS hapmakoHarnsgy B
6nictepi 3 honbrn YKpaiHi, AKLO0 BOHa BigMiHHA Bif,
IOMIHIEBOT | YMNOBHOBaXeHOT 0cobu,
nniBkn BiANOBIAA/IbHOT 32 34iNCHEHHSA
NoAIBIHINXT0PUAH chapmakoHarnagy (Bkiovaroum
oi abo no 8 KOHTaKTHI AaHi) Ta/abo 3MiHn y
Tabnetoky PO3MilLEHHI MacTep-thaiina cuctemm
6nictepi i3 honbru thapmakoHarnagy) - 3miHa
atoMiHieBoT; no 1 KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
6nicTepy y nauui 3 0co6w, BignoBigasIbHOI 3a
KapToHy; no 10 dhapmakoHarnsag,. BunyyeHHs
navok y rpynosii iHchopmauii LLLOA0 KOHTaKTHOT 0cobK
nadui 3 KapToOHY; 3as1BHMKA, BiANOBIAA/IbHOI 32
no 4 TabneTkn y 3[jilicCHeHHs hapmakoHarnagy B
6nictepi 3 honbrn YkpaiHi Ta Il KOHTaKTHUX JaHUX.
a/TIOMiHIEBOI; o 1 3MiHa MicLle3HaxoMKEHHSI MacTep-
6nictepy y haiina cuctemu hapmakoHarnagy.
naneposomy 3MiHa MicLs 34iiCHEHHS OCHOBHOT
KOHBepTi; no 20 AiSNbHOCTI 3 hapmakoHarnagy.
nanepoBux
KOHBEPTIB y
rpynoBiii nauui 3
KapTOoHyY; no 4
Tabnetkn y
6nicTepi 3 hosbrn
aloMiHieBOT; no 1
6nictepy y nauui 3
KapTOoHy; no 20
nayvoK y rpynosii
nayui 3 KapToHy
73. | KOMBIFPUN® | Paracetam | mapaueT - Tabnetkw, in bulk: OPIrAHO OAE EBepTopxeH Naiid IHAisA BHECEHHS 3MiH 40 peecTpaLiiHnX - UA/2914/01/01
ol, amon, no 5000 TabneTok CWH CaeHcus Jlimiteq mMaTtepianis: 3miHu | TUNY - 3MiHK
combinatio | kodeiH, y nakeTtax NANDCA o0 6e3nekn/edekTMBHOCTI Ta
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

ns excl.
psycholept
ics

heHine
thpuHy
rigpoxno
pva,
xnopde
HipamiHy
maneat

€HCK3
(E® 3ET)

thapmakoHarnsgy. BeefieHHs abo
3MiHM [0 y3ara/lbHEHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO
cuctemy chapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0cobwu,
BiANOBIAA/ILHOI 3a 3iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT 0cobu
3 (papMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapmakoHarnaay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobw,
BiANOBIAA/ILHOI 3a 3iicCHEHHS
hapmakoHarnagy (Bkiovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnsg,. Bunyyents
iHchopMawii LLoA0 KOHTaKTHOT 0co6K
3as1BHVIKa, BignoBigabHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHs1 MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSIbHOCTI 3 hapmakoHariagy.

74.

KPEOH®
10000

Multienzy
mes
(lipase,
protease
etc.)

naHkpea
TUH

A09AA
02

Kancynu TBepai 3
racTpopesncTeHTH
VMU TpaHynamu no
150 wr; no 20 a6o
50, a6o 100
Kancyn y chnakoHi;
no 1 chriakoHy B
KapTOHHil
Kopo6ui; no 10
Kancyny énictepi;
no 1 a6o 2, a6o 3
6nictepu B
KapTOHHI kopooL;j

ABGOTT
Na6opato
pi3 M'M6X

Himeuun
Ha

AG6OTT Jlaboparopi3
meX

Himeu
UrHa

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMatepianis: 3miHu | TUNY - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. 3mMiHa 4actoTn
Ta/abo TEPMIHIB NOAAHHSA PEryspHO
OHOB/IIOBAHUX 3BITiB 3 6e3neKkn
NiKapCbKNx 3aco6iB - 3MiHa 4acToTn
Ta TepMiHy NoJaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
(PO3B) nikapcbkoro 3acoby: [itoua
pepakuis: YactoTta nogaHHsa PO3b6 -
13 pokis; KiHueBa garta ans
BK/IIOYEHHS gaHux go PO3b -
16.10.2025; pata nogaHHsa PO3b -
14.01.2026 MNponoHoBaHa pefakuis:
YactoTa nogaHHs PO3B6 - 9 pokis;
KiHueBa faTa 41 BK/IHYEHHS AaHKX
0o PO3b6 - 02.04.2028; pata

6e3
peyenma

UA/9842/01/01




96 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
nogaHHa PO36 - 01.07.2028
PekomeH[0BaHO [0 3aTBEPIKEHHSA
BiANOBIAHO [0 NepiognYHOCTI
noJaHHA perynsapHoO OHOB/IOBAHUX
3BITiB 3 6e3neKkn fikapcbknx 3acobis
y €Bponeiicbkomy Cotosi.
75. | KPEOH® Multienzy naHkpea | AO9AA | kancynu TBepai 3 ABGOTT Himeuun | AG60TT Jlabopatopi3 | Himey BHECEHHS 3MiH 1O peecTpavLiitHnx 6e3 UA/9842/01/02
25000 mes TWH 02 ractpopesncteHtH | Jlaboparto Ha X YnHa MaTtepianis: 3miHu | TUNy - 3MiHn peuyenma
(lipase, UMW rpaHysiamu no pi3 T'M6X LoAao 6e3nekn/edeKTUBHOCTI Ta
protease 300 wr; no 20 a6o thapmakoHarnsgy. 3MiHa yactoTtu
etc.) 50, a6o 100 Ta/abo TepMiHIB NOAAHHSA pPerynsipHo
Kancyny diakoHi; OHOB/IHOBAHUX 3BITiB 3 6e3nekn
no 1 chnakoHy B nNiKapcbKux 3acobiB - 3MiHa YacToTn
KapTOHHIM Ta TEePMiHy NOAAHHA perynsipHo
Kopo6ui; no 10 OHOB/IHOBAHOTO 3BITYy 3 6e3nekn
Kancyny énictepi; (PO3B) nikapcbkoro 3acoby: fjtoya
no 2 6nictepu B pegakuisi: Yactota nogaHHs PO3b -
KapTOHHIA Kopo6Li 13 pokiB; KiHueBa fgata ans
BK/TIIOYEHHA AaHux o PO3B6 -
16.10.2025; pata nogaHHsa PO3b -
14.01.2026 NponoHoBaHa peaakuis:
YacTota noganHsa PO3B - 9 pokis;
KiHueBa fata gns BKIOYEHHS faHnX
0o PO3b - 02.04.2028; paTta
nofgaHHa PO3B - 01.07.2028
PekomeHa0BaHO [10 3aTBEPKEHHS
Bi4MNOBIAHO A0 NepioAnYHOCTI
NOAAHHA PErysIipHO OHOBJIIOBAHMX
3BiTiB 3 6e3Mnekn Nikapcbknx 3acobis
y €Bponeiicbkomy Cotosi.
76. | KPEOH® Multienzy naHkpea | AO09AA | kancynu TBepai 3 A660TT Himeuun | A660TT Jlabopatopis | Himeu BHECEHHS 3MiH 0 peecTpaviiiHux 6e3 UA/9842/01/03
40000 mes TUH 02 ractTpopesuncteHTH | Jlabopato Ha 6X YymHa marepianis: 3miHu | TUny - 3MiHK peyenma
(lipase, UMW rpaHysiamu rno pi3 M'M6X Loao 6e3nekn/edeKTUBHOCTI Ta
protease 400 wmr; no 20 a6o thapmakoHarnsgy. 3MiHa yactoTtu
etc.) 50, a6o 100 Ta/abo TEPMIHIB NOAAHHA PErynspHO

Kancyny diakoHi;
no 1 donakoHy B
KapTOHHif
Kopo6ui; no 10
Kancyny énictepi;
no 2 6nictepu B
KapTOHHI KopooLli

OHOB/IOBaHWX 3BITIB 3 6e3neku
NiKapcbKnx 3acobiB - 3MiHa YacToTn
Ta TepMiHy noJaHHs perynsipHo
OHOB/IKOBAHOTO 3BITYy 3 6e3nekn
(PO3B) nikapcbkoro 3acoby: [itoya
pepakuis: Yactota nogaHHs PO36 -
13 pokiB; KiHueBa fata ans
BKJ/TIOYEHHA AaHux o PO3B6 -
16.10.2025; pata nogaHHsa PO3b -
14.01.2026 NponoHoBaHa pefakuis:
YactoTa nogaHHs PO3b6 - 9 pokis;




97 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
KiHueBa gata gns BKIOYEHHS JaHNX
0o PO3b - 02.04.2028; pata
nogaHHa PO36 - 01.07.2028
PekomeHa0BaHO [0 3aTBEPKEHHS
BiANOBIAHO A0 NepiogNYHOCTI
noJaHHA perynspHO OHOB/IIOBaHUX
3BITiB 3 6e3neku Nikapcbkmx 3acobis
y €Bponelicbkomy Cotosi.
77. | KPEOH®YUK | Multienzy naHkpea | AO9AA | racTpopesuCTeHTHI A6GOTT Himeuun | AG60TT Jlabopatopi3 | Himeu BHECEHHS 3MiH 0 peecTpaLiiiHuX 6e3 UA/15046/01/01
mes TVH 02 rpaHynu, no 60,12 Na6opaTto Ha M6X YnHa marepianis: 3miHu | Tuny - 3miHn peyenma
(lipase, mr/100 mr; no 20 r pi3 TM6X oo 6e3nekn/edhekTMBHOCTI Ta
protease rpaHys y CK/IsHii hapmakoHarnsgy. 3miHa 4actoTu
etc.) naawui; 1 nnswka Ta/abo TePMIHIB NOAAHHA PerynsipHO
3 MipHOIO JTOXKKOH OHOBJ/OBaHMX 3BITIB 3 6e3Mnekn
Y KapTOHHil NiKapcbKux 3acobiB - 3MiHa yacToTn
Kopoo6Li Ta TePMiHy NnofaHHs perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6GE3NeEKN
(PO3B) nikapcbkoro 3acoby: [itoya
pepakuis: YactoTta nogaHHs PO3b -
13 pokiB; KiHueBa gata gns
BK/OYEHHS gaHux go PO3b -
16.10.2025; pata nogaHHa PO36 -
14.01.2026 MponoHoBaHa peakLisi:
YactoTa nogaHHsa PO3bB - 9 pokis;
KiHueBa gata Ans BKIOYEHHS JaHNX
[0 PO3b - 02.04.2028; pata
nogaHHa PO36 - 01.07.2028
PekomeHa0BaHO [10 3aTBEPIKEHHS
Bi4MNOBIAHO A0 NEPIOANYHOCTI
noJaHHA perynspHO OHOB/IIOBaHUX
3BITiB 3 6e3nekn Nikapcbknx 3acobis
y €Bponelicbkomy Cotosi.
78. | KCONAP omalizuma | omanizy | RO3D NOpPOLLOK AN HosapTic LlBeiiua HosapTic ®apma LBeit BHECEHHS 3MiH 0 peecTpaLiiiHux 3a UA/9055/01/02
b mab X05 po3unHy ans dapma Al pis LLTeiiH AT, uapis/ marepianis: 3minum | Tuny - peyenmom
iH’ekuin no 150 mr; LLiBefiuapis; Cnose AJMiHICTpaTMBHI 3MiHW. 3MiHa
1 chnakoH 3 BTopuHHe His/ HalilMeHyBaHHs Ta/abo agpecy micus
NOPOLLKOM Y nakyBaHHs, BUMYCK ®paHy, | NpoBafKEHHA AiSNbHOCTI BUPOOHMKA
KOMM/IEKTI 3 cepii: Jlexk is (Brntovaroun, 3a HeobXigHOCTI, Micue
PO3UYNHHVKOM dapmacbloTuKanc npoBeAeHHs KOHTPOJIO SIKOCTi), abo
(Boga ons 4.4., CnoseHis; B/lacHMKa mMacTep-ghaiina Ha Adl,
iH’eKUili) No 2 mn B Bupo6HuyTBO, ab0 noctavasibHuka Adl/BuxigHoro
amnynax Nel B KOHTPO/1b SIKOCTI, mMartepiany/peareHTy/npomMiKHOro
ynakoBKL,i nepBuHHE NPOAYKTY, L0 3aCTOCOBYOTbCH Y
nakyBaHHs BMPOGHMLTBI API (SKLLO 3a3HaYeHO
PO3YMHHMKA: y [OCbE Ha nikapcbkuii 3acib) 3a
AENb®APM BifICYTHOCTI cepTudikara




JopaTka 3

98 IIpopoBxeHHs
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
LDKOH, ®paHuis BiANOBIAHOCTI EBponeiichkili

hapMakonei y 3aTBepKeHoOMy
[ocbe, abo BUPOOHUKA HOBOI
[0MOMDKHOT PeYOBUHM (SIKLLO
3a3HaYeHo y AOCbE). 3MiHa
HalilMeHyBaHHs1 BUPOOHUKa BUXiZHOI
peyoBUHM caxaposu, Lo
3aCTOCOBYETLCS Y BUPOGHULTBI ADI
Ta OHOB/IEHHS Nepersiky KpaiH
NOXOKEHHA 06BYrNeHNX Guyadmx
KICTOK, L0 BUKOPUCTOBYETLCA Y
BMPOGHULITBI caxapo3u (4ofaHo
Bpasunito) (3aTBepaxeHo: 3 Ferro
Pfanstiehl; 3anponoHoBaHo:
Pfanstiehl). 3minu | TNy - 3miHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHU B
npoueci BupobHuutea A®I (iHwi
3MiHW). 3MiHM Y BUPOBHUYOMY
npoueci aKkTMBHOI Pe4oBMHM, a came
YTOUYHEHHS iHchopmaii y onuci
BMPOGHMYOT0 MpoLEecy BifnoBigHMX
po3AiniB fOCLE 3rigHO 3 OHOB/IEHVMU
JaHvmu Banigauii Ta hakTuiHUm
BMPOGHMYMM NpoLiecom. 3MiHu |
MMy - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHM BUNpo6yBaHb
abo gonycTMMMX MeX y MpoLeci
BMpo6HULUTBa A®PI, 1110 BCTAHOB/IEHI
y cneumdikayisx (iHWwi 3mMiHW). 3MiHK
BMNpo6yBaHb y Npoueci
BMPOOHMLTBA, & CAME YTOYHEHHS B
onuci TecTy Bioburden Ha eTani
Purifications steps, To6T0 TecTt
6ioHaBaHTaXeHHs nyny binka A
NPOBOANTLCA Ha KOHAULIioBaHOMY
nyni 6inka A (3o 3M cevoBuHM)
nepeg etanom SP Sepharose
(3amicTb nyny 6inka A). Lie
hakTMuHa Ta peasibHa NpakTyka, fka
He Gyna Bijo6paxeHa B OCbE.
3MiHu | TURY - 3MiHK 3 aKocTi. API.
Brpo6HMLTBO. 3MiHM BUNpPOGYyBaHb
abo fonycTMuX Mex y npoteci
BMPO6HMLTBA API, LLIO BCTAHOBMEHI
y cneumdikayisx (iHwi 3miHW). 3MiHK

BMNpobyBaHb y npoueci




99 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

BMPOOHMLTBA, & CaMe YTOUYHEHHS A0
peecTpavuiiiHOro A0OCbe, WO TeCT Ha
6akTepianbHi eHgoTokeuHn (BET)
NpPOBOANTLCA K
BHYTPILLHbOMPOLECHNIA TECT Ha
etani SP Sepharose (mexa gii > 0,5
EU/mn). Lle dpakTnyHa Ta peasibHa
npakTuka, ska He 6yna BigobpaxeHa
B AoCbe. 3MiHU | TUNY - 3MiHK 3
AkocTi. APl. KoHTponb A®L. 3miHa y
napameTpax cneuudikauin Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumadikayisx Ha A®l, abo
BUXigHWA/NPOMIKXHWIA
npoAyKT/pearexT, Wwo
BUKOPWCTOBYIOTHLCS Y NPOLEC
BMPO6HMLTBA AP (iHLWI 3MiHN).
3MmiHK y cneuudikauii Ha BUXigHY
PeyOoBVHY CEYOBUHY, SKa
BMKOPVCTOBYETLCS Y BUPOBHULTBI
A®l, a came cneuudikauiio Ta in-
house MeTofun KOHTPONIO Ha BUXIZHY
PEeYOoBVHY CEYOBUHY NPUBELEHO A0
BMMOr MoHorpadii USP. 3MiHn |
MMy - 3MiHK 3 AKOCTi. ADI.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTUMmX
MeX, BU3HaYeHUX Yy cnevumdikauisax
Ha A®l, abo BMXigHWIA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BUKOPWCTOBYIOTHLCS Y NpOLEC
BMPO6HMLTBA AP (iHLWI 3MiHN).
YTOuUHeHHs iHdhopmaLii y po3gaini
3.2.S.2.3.KoHTpoNb MaTepianis
LLLOZI0 CMPOBVHY TPUrigpaTy auetarty
HaTpilo, a came AoAaHo Tpurigpat
auerary HaTpito [0 Cnmcky
CUPOBWVHW, A5 Y3TOMKEHHSA MiX
po3ginamu 3.2.S.2.2.0n1c
BMPOBHMYOro npouecy Ta ioro
KOHTponto Ta 3.2.5.2.3.KoHTpoNb
marepianis. Cneuudikauis Ha
TpurigpaT avueTart HaTpito Bignosigae
Bumoram moHorpadii USP/NF Ta
Ph.Eur. 3miHu | TUny - 3miHn 3
sAKocTi. A®l. KoHTponb A®L. 3miHa y




100 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

napameTpax cneuucikauii Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUXigHWA/NPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NpoLeCi
BMpO6HUUTBA AP (iHLLI 3MiHK).
3miHun go cneumdpikalii Ha cTucHeHe
MOBITPS, @ caMe YTOUHEHHS
TEXHIUHUX XapakKTepUCTuK
CTMUCHEHOTO NOBITPS, W06
BiANOBIAATU BHYTPILUHIM BUXIAHWUM
[OKyMeHTaM Ha BUPOBHUYOMY
MarigaHumky. 3miHm | Tuny - 3miHu 3
aKkocTi. A®Il. KonTponb A®l. 3miHa y
napameTpax cneuucikauii Ta/abo
[ONYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUXigHWA/NPOMIXHWIA
npogyKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NpoLEeCi
BUpO6HUUTBA AP (iHLLI 3MiHK).
3MiHa 3HaueHHs cunu gji
pedhepeHTHOro ctaHaapTy nicns
nepeksanicdikauii (3aTBepaAKeHO:
1.06 x 10* U/mg; 3anponoHoBaHo:
0.99 x 10* U/mg). 3miHu | Tuny -
3MiHu 3 aKocTi. A®L. Cuctema
KOHTeliHep/3aKynoptoBasibHuii 3aci6.
3miHa y 6e3nocepeHilt ynakoBLi
AP (iHWi 3miHK). 3miHa B
6e3nocepefHili ynakosui A®l, a
came y po3gini 3.2.S.6.Container
Closure System yTO4YHEHO onuc Ta
KBaUtichikaLito cuctemm
KOHTeliHep/3aKynopoBabHWii 3aci6
015 AiloY0T peyoBUHM OMastisymaby,
a TakoX JOMOBHEHO KBaidikallieto
TPaHCNOPTYBaHHA Ta NOBOKEHHS 3
KPiOKOHTEiHEpaMK (3aTBEPAXKEHO:
Ons 36epiraHHa omanisymady 4%
BUKOPWCTOBYIOTb KPIOKOHTEHepK 3
Hepxasitoyoi cTani 06’emom 120 n;
3anpornoHoBaHo: A5 36epiraHHs
omariisymaby 4% BMKOPUCTOBYOTb
KPiOKOHTEHEepY 3 HepXaBitouoi




101 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
cTasni abo KpioKOHTeliHepu 3
xacTesunot o6'emom 148 n).
79. | KCONAP omalizuma | omanizy | RO3D NOpPOLLOK ANs HosapTic LBeiua HosapTic ®apma LBeit BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a UA/9055/01/01
b mab X05 po3uMHy Ans dapma Al pis LLTeiiH AT, uapis/ marepianis: 3miHu | Tuny - peyenmom
iH eKuiri no 75 wmr; LLIseliyapisi; ®paHy, AAMIHICTpaTVBHI 3MiHW. 3MiHa
1 chnakoH 3 Bupo6HuuTBO, in HalilMeHyBaHHs Ta/abo agpecu micus
NOPOLLKOM Y KOHTPO/Ib AKOCTI, NPOBaKEHHS Aisi/IbHOCTI BUPOOHMKA
KOMMNIEKTI 3 nepBuHHE (BK/KOUALOUM, 3a HEOOXiAHOCTI, Micue
PO3UYNHHVKOM nakyBaHHs npoBeeHHs KOHTPOJI0 SIKOCTi), abo
(Boga ans PO3UYNHHUKA: B/lacHWKa mMacTep-ghaiina Ha Adl,
iH eKLil) LENb®APM ab0 noctavyasibHuka Adl/BuxigHoro
no2mns [ODKOH, ®paHuis mMartepiany/peareHTy/npomiKHOro
amnynax Ne 1 B NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
ynakoBLji BUPO6HMUTBI ADI (SIKLLLO 3a3HAaYeHO

y [OCbE Ha nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara
Bi4NOBIAHOCTI EBpONENCHKil
hapmakonei y 3aTBepKeHoMy
nocbke, abo BUPOOHMKA HOBOIT
[L,0MOMIDKHOT PEHOBUHM (SIKLL,O
3a3HayvyeHo y A0CbE). 3MiHa
HaliMeHyBaHHS BUPOBHWKa BUXIiHOT
PeyoBMHM caxaposu, Lo
3aCTOCOBYETLCS Y BUPOOHULTBI ADI
Ta OHOBJIEHHS Neperiky KpaiH
NOXOKEHHSA 0GBYIIEHNX BUUaUnX
KICTOK, L0 BUKOPUCTOBYETLCA Y
BMPOOHULITBI caxapo3su (4o4aHo
Bpasunito) (3aTBepaxeHo: 3 Ferro
Pfanstiehl; 3anponoHosaHo:
Pfanstiehl). 3minun | Tvny - 3miHun 3
AKOCTi. A®l. BUpOGHMLTBO. 3MiHN B
npoueci BupobHuutea A®I (iHwi
3MiHW). 3MiHW Y BUPOBHUYOMY
NPOLECI aKTUBHOI PEYOBUHM, a came
YTOUYHEHHS iHdhopMaLii y onuci
BMPOGHMYOTO NMpoLecy BifnoBigHNX
pO34iniB AOCLE 3rigHO 3 OHOB/IEHNMM
AaHumn Banigauii Ta hakTUYHUM
BMPOGHNYMM NpoLLecom. 3MiHu |
MRy - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHM BUNpo6yBaHb
abo gonycTumMmnx Mex y npoueci
BMpo6HMLUTBa A®I, L0 BCTAHOB/IEHI
y cneuudpikauisix (iHWi 3miHW). 3MiHK
BMNpobyBaHb y Npoueci




102 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

BMPOOHMLTBA, & CAME YTOYHEHHS B
onwuci TecTy Bioburden Ha eTani
Purifications steps, To6T0 TecTt
6ioHaBaHTaXeHHs nyny binka A
NPOBOANTLCA Ha KOHAULIioBaHOMY
nyni 6inka A (3o 3M cevoBuHM)
nepeg etanom SP Sepharose
(3amicTb nyny 6inka A). Lie
hakTMuHa Ta peasibHa NpakTvka, fka
He Gyna Bijo6paxeHa B OCbE.
3MiHu | TURY - 3MiHK 3 aKocTi. API.
Brpo6HMLTBO. 3MiHM BUNPOGYyBaHb
abo fonycTMUX Mex y npoteci
BMPO6HMLTBA API, LLIO BCTAHOBMEHI
y cneumdikayisx (iHwi 3miHW). 3MiHN
BMNpobyBaHb y npoLeci
BVMPOGHMLTBA, a came YTOYHEHHS A0
peecTpavuiiHoOro A0CLE, WO TECT Ha
6akTepiasibHi eHaoTokcHHN (BET)
NPOBOANTLCA 5K
BHYTPILLHbOMPOLECHUIA TECT Ha
eTani SP Sepharose (mexa gii > 0,5
EU/mn). Lle chakTnuHa Ta peanbHa
npakTnka, sika He 6yna BigobpaxeHa
B flOCbE. 3MiHU | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[ONYyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BUXigHWA/NPOMIXHWIA
NPOAyKT/peareHT, Lo
BMKOPVCTOBYIOTHCS Y MPOLECI
BMPOG6HMLTBA ADI (iHLWi 3MiHN).
3MiHM y cneumdikauii Ha BUXigHY
PeyOoBUHY CEYOBUHY, AKa
BUKOPUCTOBYETLCA Y BUPOOHULITBI
A®I, a came cneuudpikadito Ta in-
house meToAn KOHTPOIO Ha BUXIAHY
PEeyOoBVHY CEHYOBUHY NPUBELEHO A0
BUMOr MoHorpadii USP. 3MiHu |
TUny - 3MiHK 3 sAKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo gonycTUMMX
MeX, BU3HaYeHNX y crneumdikawisax
Ha A®I, abo BMXigHWIA/NPOMDKHWIA
npoAyKT/pearexT, Lo




103 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

BUKOPWCTOBYIOTHLCS Y NpOLECi
BMPO6HMLTBA AP (iHLWI 3MiHN).
YTOuUHeHHs iHdhopmaLii y po3gini
3.2.S.2.3.KoHTpob MaTepianis
LLOSI0 CMPOBVHY TPUrigpaTy auetarty
HaTpilo, a came AoAaHo Tpurigpat
auerary HaTpito [0 Cnmcky
CUPOBWVIHW, N5 Y3TOMKEHHSA MiX
po3ginamu 3.2.S.2.2.0n1c
BMPOBHMYOro npouecy Ta ioro
KOHTpoNto Ta 3.2.5.2.3.KoHTponb
marepianis. Cneuudikauis Ha
TpurigpaT avueTar HaTpito Bignosigae
Bumoram moHorpadii USP/NF Ta
Ph.Eur. 3miHu | TUny - 3miHn 3
AkocTi. APl. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikayisax Ha A®l, abo
BUXigHWA/NPOMIKXHWIA
npoAyKT/pearexT, Wwo
BUKOPWCTOBYIOTHLCS Y NpOLEC
BMPO6HMLTBA AP (iHLWI 3MiHN).
3miHun fo cneumdikauii Ha cTucHeHe
MOoBITPS, @ CaMe YTOUHEHHS
TEXHIUHUX XapaKTePUCTUK
CTUCHEHOTO MOBITPS, W06
BiAnoBigaT BHYTPILLHIM BUXiAHUM
[IOKyMeHTaM Ha BUPOBHUYOMY
MaligaHumky. 3miHum | Tuny - 3MiHM 3
AkocTi. APl. KoHTponb A®L. 3miHa y
napameTpax cneuudikauin Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikayisx Ha A®l, abo
BUXigHWA/NPOMIKXHWIA
NpoAyKT/pearexT, Wwo
BUKOPWCTOBYIOTHLCS Y NPOLEC
BMPO6HMLTBA AP (iHLWI 3MiHN).
3MiHa 3Ha4YeHHst cunu aii
pehepeHTHOro cTaHaapTy nicns
nepeksavtidoikauii (3aTBepakeHo:
1.06 x 10* U/mg; 3anponoHOBaHo:
0.99 x 10* U/mg). 3miHu | Tuny -
3MiHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynoptoBasnbHuii 3aci6.
3miHa y 6e3nocepeHili ynakosLi
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

AP (iHwWi 3miHM). 3miHa B
6e3nocepefHili ynakosui A®l, a
came y po3gini 3.2.S.6.Container
Closure System yTO4YHEHO onuc Ta
KBaUtichikaLito cuctemm
KOHTeliHep/3aKynopoBanbHWii 3aci6
015 AioY0T peyoBUHU OMastisymaby,
a TakoX JOMOBHEHO KBaidikalieto
TPaHCNOPTYBaHHA Ta NOBOKEHHS 3
KPiOKOHTEiHEpaMK (3aTBEPAXKEHO:
Ons 36epiraHHa omanisymady 4%
BUKOPWCTOBYIOTb KPIOKOHTEHepK 3
HepXxasitoyoi cTani 06’emom 120 n;
3anpornoHoBaHo: A5 36epiraHHs
omarnisymaby 4% BMKOPUCTOBYOTb
KPiOKOHTEiHepW 3 HepXaBitouoi
cTasli abo KpioKOHTelHepu 3
XacTesnnow o6’emom 148 n).

80.

NATEBPIO/
LAGEVRIO™

Molnupira
vir

MOJTHYMI
pasip

Kancynu no 200
mr; no 40 kancyn y
nNAWL

Mepk
Wapn i
Joym
IOEA
6X

Lseiiua
pist

MCA IHTepHeLHn
mM6X (dinis
MyepTo-Piko) TOB,
CnonyyeHi WraTn
Amepuku; MateoH
IHK., KaHaga;
MaTeoH IHK.,
KaHapga; Wapn
MekemKiHr
Cepsicec, J1NC,
CnonyueHi LWtatn
Amepuku; MateoH
PapmacbloTikans
IHK., CnosyyeHi
Ltatn AMepuku;
Mepk Wapn i Joym
NNC, Cnony4eHi
Ltatn Amepuku;
Mepk Wapn i oym
NNC, Cnony4eHi
Ltatn Amepuku;
Mepk Wapn i Joym
NNC, Cnony4eHi
Ltatn AMepuku

Cnony
YeHi
LWTaTtn
Awmepun
Knt

BHECEHHS 3MiH 1O peecTpavLitHnx
martepianis: 3miuu | Tuny -
AJMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUPOOHMKA
(BkntOYarouK, 3a HeObXiAHOCTI, Micue
NpoBefeHHs KOHTPOJIIO AKOCTI), abo
BNlacHMKa mactep-goaiisia Ha Adl,
abo noctavanbHuka A®l/BuxigHoro
mMartepiany/peareHTy/npoMibKHOro
NpPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHULTBI A®I (SKLLO 3a3HaYEHO
Y AOCbE Ha NiKapcbkuii 3acio) 3a
BiCYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepKeHoMy
[oCbe, ab0 BUPOOHMKA HOBOI
[0MOMDKHOT PEHOBUHM (AIKLLO
3a3HayeHo y Aockbe). 3MiHa Ha3Bu Ta
agpecy BUpObHMKa Aito40i peyoBUHN
(mMonHynipasip). BupobHuua
AiNbHUUA Ta yci BUPOOHUYI onepadii
3aMWAaTLCA He3MIHHMMK. [itoya
pegakuis: Olon Ricerca Bioscience,
LLC 7528 Auburn Road Painesville,
OH 44077 USA lMponoHoBaHa
pepakuis: Olon USA LLC 7528
Auburn Road Concord Township,

3a
peuyenmom

He
nionse
ae

UA/19184/01/01
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
OH 44077 USA. 3Minn Il Tuny -
3MiHn 3 sikocTi. APl CTabiNbHICTb.

3miHa nepiogy NOBTOPHUX
BUNpobyBaHb/nepioay 36epiraHHsA
abo ymoB 36epiraHHs A®I (3a
BifICYTHOCTi Y 3aTBEp)KEHOMY [OCbE
cepTudikaTa BigNoOBIAHOCTI
€Bponeiicbkin dhapmakonei, Lwo
BK/IIOYAE Nepiog, NOBTOPHOTO
BMNPO6YyBaHHS) (Nepios NOBTOPHOIO
BuNpobyBaHHsA/nepios 36epiraHHs) -
36inbLUeHHS Nepiody NOBTOPHOrO
BUNPOBYBaHHS Ha OCHOBI
ekcTpanonsuii pesynbTartis
[OCNiopKEHHs1 CTabiNbHOCTI,
npoBeAeHVX He Y BignoBigHOCTI
HactaHoeu CT-H MO3Y 42-3.3:2004
abo KepiBHux npuHuunis EMA oo
BMNPO6YBaHHS CTabiNIbHOCTI.
MpofoBXeHHs nepiody NOBTOPHOIO
TeCTyBaHHS ilo40i peYoBUHM
(monHynipasip) 3 24 micauis fo 48
MiCALIB HAa OCHOBI ekcTpanonsyji
[OCNimpKEHHs cTabinbHOCTI. 3MiHu 11
TMNYy - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY
i3 HOBUMM [i@HMU 3 SKOCTI,
OOKIHIYHUMM, KNIHIYHUMW JaHUMK
Ta AaHvmu 3 hapmakoHarnsgy.
Nikapcbkuii 3aci6 6yno
3apeecTpoBaHo Mif 3060B’A3aHHA
AN eKCTPEHOro MeANYHOro
3acTOoCyBaHHS Bi4nNoOBIAHO A0
MoctaHosn KMY Big 29.12.2021 Ne
1446 "[esiki TUTaHHSA AePXaBHOI
peecTpauii nikapcbkunx 3acobis,
BakLMH ab0 iHWMX MegNYHMX
iMyHOGioNoriYH1X Npenaparis 415
nikyBaHHA Ta/abo cneuudivHol
npodinakTMKM rocTpoi
pecnipaTopHoi xBopo6u COVID-19,

CnpvYMHEHOoT KopoHaBsipycoM SARS-
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

CoV-2, nig, 3060B’A3aHHA 415
€eKCTPEeHOro Men4yHoro
3acTocyBaHHS". IHhopmaLinHuiA
JINCTOK AN MeAUYHMX NPaLiBHUKIB:
[03BiN1 HA EKCTPEHE 3aCTOCYBaHHSA
npenapary Ta IHdopmaLiiHuii
NINCTOK ANA NaujieHTiB Ta ocib, ki
3[iACHIOTb A0rNa4 3a HUMmK 6ynm
3aTBepaxeHi Hakazom MO3 YkpaiHu
Bif, 26.01.2022 Ne 160 "Mpo
AepXaBHy peecTpav,ito NikapcbKoro
3acoby (MeanyHoro
iMyHOGioNorivHOro npenapaty) Ans
€eKCTPEeHOro Men4yHoro
3actocyBaHHs". 3MiHu B.1.4, |l
OHOB/EeHHS iHhopMaLlii A0 TekcTy
3a3HavYeHoro B IOKYMEHTI
IHOGOPMALLIVHUIA IMCTOK ANA
MELVNYHNX NPALIBHWKIB:
[0O3BINT HA EKCTPEHE
3ACTOCYBAHHSA MPEMNAPATY
NATEBPIO (MonHynipasip),
KAMNCYNW B po3gaini "OCTAHHI
3HAYHI 3MIHW" po3ain "2 CNOCIB
3ACTOCYBAHHA TA 4O3N" n. 2.3
[ONOBHEHO 3aTBEPKEHNIT TEKCT
iHchopMmalLieto LLoA0 MiAroTOBKM Ta
BBE/JEHHS NiKapCbKoro 3acoby
JIATEBPIO uepes racTpoCTOMIUHWIA
() 30HA po3mipom 12F a6o 6GinbLue,
ab0o yepes racTpOEHOCTOMIYHUI
(F€) 30HA po3mipom 14F abo
GinblueTa; po3ain "8
3ACTOCYBAHHSA Y OCOB/IMBUX
FPYN NALIEHTIB" n. 8.3 XiHkn Ta
4O/IOBIKM PEMPOAYKTUBHOTO BIKY;
po3ain "12 KNIHIYHA
®APMAKO/OrNA" n. 12.3
dapmakokiHeTUKa pefaryBaHHs
TEKCTY (3acTOoCyBaHHs
MOJIHyMipaBipy yepes
HasoracTpasibHuii abo
oporacTpasibHuWii 30HA); po3ain 13
OOKNIHIYHA TOKCUKOoNoriqa"
n.13.1 KaHueporeHes, myTareHes,
nopyLIeHHs pepTUIbLHOCTI; po3ain
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107 IIpopoBxeHHs
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
"17 IHPOPMALIA ANA

KOHCYNbTYBAHHA NALIEHTIB";
po3gin "18 IHPOPMALIIA NMPO
BWPOBHWKA" BignoBigHi 3MiHN 80
IHchopmaviiiiHoro nmucTka gns
nauieHTiB Ta ocib, siki 34iICHIOITb
[ornag 3a HAMu (getanisauis
iHchbopmawuii "[ns oci6, ski BeayTb
aKTMBHe cTaTeBe XUTTAa 3
napTHepamu, siki MOXyTb
3aBariTHITM", JONOBHEHHS
3aTBEPKEHOrO TEKCTY "AK
npuiimatu NACEBPIO" (uepe3
ractpocTtoMiuHuii (IN) abo
racTpoeHOCTOMIYHWIA (TE) 30HA,
01151 roflyBaHHS) BIANOBIAHO A0
3aTBepAXEHOT OHOBJ/IEHOT
iHcbopmawuii B FDA (3rigHo 3
NosIOXeHHsIMK 0380y EUA).
BHeceHO OHOBMEHY iHGhopMmaLlito 40
peecTpauiiiHux matepiasis -
IHchopmauiiHoro nucTka gns
MeVYHNX NpauiBHUKIB: [03BiN HA
eKCTpeHe 3acToCyBaHHA npenapaTy
Ta TekcTy IHchopmaLiliHoro nncTka
015 nauieHTiB Ta ocib, siki
3[iACHIOTb A0TNAA 32 HUMU, SIKi
6ynu 3aTBepmkeHi Hakazom MO3
Ykpainu Big 26.01.2022 Ne 160 "Mpo
[AepXaBHy peecTpav,jito Nikapcbkoro
3acoby (MeanyHoro
iMyHOGioN0riYHOro npenapaTty) 45
€KCTPEHOro MeNYHOro
3acTocyBaHHs". basywoumnch Ha
norogykeHHi FDA 1100 BHECEHHS [0
Fact Sheet iHchopmauii wopao
3acTocyBaHHsA kancyn /13
NATEBPIO (MonHynipasip) LLASXOM
BBe/EHHS yepes ractpocTomiyHi ()
Ta racTpoeoHOCTOMIYHUIA (FE)
30HAN AN EHTEPAUTLHOMO
XapyyBaHHS B paMkax npouenypu
EUA, 6yB OHOBNEHWI po3Ain
3.2.P.2.2 Nikapcbkuii 3aci6.
BBegeHHs 3MiH npoTsArom 6-tv

MicALiB Nicns 3aTBEPAKEHHS.
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20

mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

81. | NTAMOTPUH lamotrigin namotpn | NO3A Tabnetku no 100 TOB YkpaiHa | TOB "®apma Ctapt" | YkpaiH BHECEHHS 3MiH [j0 peecTpaLiiiHx 3a UA/2112/01/02

100 e [DKUH X09 mr, no 10 "ACIHO a mMartepianis: 3miHu | TUny - 3MiHKM 3 peyenmom
Tabnetoky YKPAIHA" AKOCTI. [0TOBWIA Nikapcbkunii 3acib.

6nictepi; no 1, 3
abo 6 6nicTepis B
KapTOHHIN nayi

KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BMNPOOYBaHHA rOTOBOTO /1iKaPChKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTogax
BMNPOGYBaHHS) 3MiHN Y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHSA roTOBOIO J1iKapCbKOro
3aco0by 3a nokasHMkamm
«CynpoBigHi AOMILLKN», «[loMiLLKa
E» Ta «KinbkicHe BU3HAYEHHS»,
came: 3MiHa KiflbKoCTi
BMNPO60BYBAHUX PO3YUHIB A5
TecTiB «KisibkicHe BU3Ha4YeHHs» Ta
«CynpoBigHi AOMILLKM», 3MiHa
nigxony [0 ycepefHeHHs
pesynbTaTiB, BUNPaB/IEHHS
TEXHIYHOT NOMUAKN. 3MiHW | Tuny -
3MiHuM 3 aKocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/MmoHorpadii. NMogaHHA
HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BignosigHocTi abo
BWUIyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI A®I; An1a 4ONOMDKHOT
peyoBunHU (cepTudiikat
BiANOBIAHOCTI EBpoNechbkili
thapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif yXe 3aTBepAKEHOro
BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BigNoOBIAHOCTI
€sponevicbkin hapmakonei Ne CEP
2009-162 - Rev 03 (3aTBEpKEHO:
R1-CEP 2009-162 - Rev 02) ans
AD| namoTpUAXMH Big
3aTBEPKEHOIO BUPOBGHMKA
[xy6inaHt ®apmosa JlimiTes, IHAiS,




109 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
SIKUIA 3MIHMB Ha3By Ha [Xy6inaHT
Biocic Nimiteg, IHAjs.
82. | NTAMOTPUH lamotrigin namotpu | NO3A Tabnetkn no 25 TOB YkpaiHa | TOB "®apma Ctapt" | YkpaiH BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a UA/2112/01/03
25 e [DKVH X09 mr, no 10 "ACIHO a marepianis: 3miHu | TUny - 3miHK 3 peyenmom
TabneTok y YKPAIHA" AKOCTI. FOTOBWIA NiKapCbKuii 3aci6.

6nictepi; no 1, 3
abo 6 6nicTepis B
KapTOHHIN navuj

KOHTpPO/b roTOBOrO NiKapCcbKoro
3acoby. 3miHa y meTofax
BMNPOOGYBaHHSI FOTOBOTO JTiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTofax
BMNPOOYBaHHSI) 3MiHN Y
3aTBEPMKEHNX METOAAX
BUNPOO6YBaHHA rOTOBOIO J1iKapCbKOro
3aco6y 3a NoKasHVKamm
«CynpoBigHi fOMILLKM», «[oMilka
E» Ta «KinbkKicHe BU3HAYEHHS»,
came: 3MiHa Ki/IbKoCTi
BUNPOOOBYBaHNX PO34MHIB 415
TecTiB «KifbKicHe BU3Ha4YeHHs» Ta
«CynpoBigHI AOMILLKU», 3MiHA
nigxony [0 ycepefHeHHs
pesynbTaTis, BUNPaB/eHHSA
TEXHIYHOT MOMWUAKKL. 3MiHW | TnNy -
3MiHu 3 aKocTi. CepTudikaT
signosigHocTi/lE-cepTudikar
Bi4NOBIAHOCTI EBpONENCHKil
thapmaxonei/MmoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOIO
cepTugikaTa BignoBigHOCTIi abo
BWIYyYEHHS cepTudikaTa
BiiNOBIAHOCTI E€Bponelicbkilt
thapmakonei: gna A®l; ans
BUXiAHOIO
mMartepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BVMPOGHMUTBI A®I; AN 4ONOMIKHOT
peyvoBuHU (cepTuddikat
Bi4NOBIAHOCTI EBpONENCHKil
thapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, y)xe 3aTBepKeHOro
BUPOOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignNoBigHOCTI
€sponeiicbkili hbapmakonei Ne CEP
2009-162 - Rev 03 (3aTBEPAXKEHO:
R1-CEP 2009-162 - Rev 02) ansa
AD| NnamoTpPUAXMH Bif
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
3aTBEPAKEHOIO BUPOBGHMKA
[xy6inaHt ®apmoBa flimiTes, IHAiNA,
SKWIA 3MIHVB Ha3By Ha [xy6inaHT
Biocic Nimiten, IHAjs.
83. | NTAMOTPUH lamotrigin namotpn | NO3A Tabnetku no 50 TOB YkpaiHa | TOB "®apma CtapT" | YkpaiH BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/2112/01/01
50 e DKVH X09 Mmr, no 10 "ACIHO a mMartepianis: 3miHu | TUNy - 3MiHKN 3 peyenmom
TabneToky YKPAIHA" AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.

6nictepi; no 1, 3
abo 6 6nicTepis B
KapTOHHIN nayui

KOHTPO/1b rOTOBOIO NiKapCbKOro
3acoby. 3miHa y MeToaax
BUNPOO6YBaHHA rOTOBOIO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX
BMNPOOGYBaHHSA) 3MiHU Y
3aTBEPAKEHNX METOAAX
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco6by 3a NokKasHuKamu
«CynpoBigHi fOMILLKM», «[oMillka
E» Ta «KinbkicHe BU3HAYEHHS»,
came: 3MiHa KiflbKOCTi
BMNPOGOBYBAHUX PO3YMHIB A5
TecTiB «KisibKicHe BU3Ha4YeHHs» Ta
«CynpoBigHi AOMILLKW», 3MiHa
nigxoay A0 ycepeaHEeHHs
pesynbTaTiB, BUNPaBIEHHS
TEeXHIYHOT NOMUKN. 3MiHW | Tuny -
3MiHun 3 siKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar
BiiNOBIAHOCTI E€Bponelicbkilt
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHoCTi abo
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gns Ad®l; ana
BUXIQHOTO
mMartepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPOGHMUTBI A®I; 4515 ONOMIKHOT
peyoBuHU (cepTudikar
BiiNOBIAHOCTI E€Bponelicbkilt
thapmakonei) - OHOBAEHWIA
cepTuqikaT Bif yxe 3aTBepKeHOoro
BMPOGHMKA - MOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne CEP
2009-162 - Rev 03 (3aTBEPAKEHO:
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
R1-CEP 2009-162 - Rev 02) ans
AD| namoTpUAXMH Big
3aTBEPKEHOIO BUPOBGHMKA
[xy6inaHt ®apmosa flimiTes, IHAINA,
KNI 3MIHMB Ha3BY Ha [pKy6inaHT
Biocic NlimiTeq, IHAjs.
84. | NAMPOHEKC | timolol, naraHon | SO1E Kpanni O4Hi, BIOCAVH Cnosav, PA®APM CA Mpeuis BHECEHHS 3MiH 0 peecTpaLiiiHux 3a UA/17840/01/01
T KOMBI combinatio | pocrT, D51 po3uuH, (50 mMkr+5 Crpyn bka martepianis: 3miHa 3asBHuMKa /13 peyenmom
ns TMMONON mr)/mn; no 2,5 mn NABOPAT | Pecny6n (MIBM) (BnacHuka peectpawjiinHoro
y y h1aKkoHi- OPI3 iKa nocsifyeHHs) (3rigHo Hakasy MO3
mManear KpanesibHuuj; no 1 c.p.o. Big 23.07.2015 Ne 460). 3MiHK
chnakoHy- BHECEHO B TEKCT MapKyBaHHS
KpanenbHuLj y yNakoBOK NiKapCbKOro 3acoby Loao
KapTOHHI kopooU;j HaliMeHyBaHHSA Ta
MiCLIe3HaxXOKEHHS 3asBHMKA.
BBefieHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS.
85. | NEBO®JIOKC | levofloxaci | nesocpn | JOIMA | TabneTku, BKPUTI Cimnekc IHais Cimnekc ®apma IHais BHECEHHS 3MiH 0 peecTpaLiiiHux 3a He UA/13896/01/02
AUNH n okcauuH | 12 060/10HKOI0, NO Papma Met. /114, marepianis: 3minum | Tuny - peyenmom | nionse
=y 500 wr; no 5 a6o Met. N14. AfMiHiCTpaTMBHI 3MiHW. 3MiHa Ha3BK ae
BUrNAAI no 10 TabneTtok y nikapcbkoro 3acoby - 3MiHW BHECEHO
nesocn 6nictepi; no 1 LLIO0 Ha3BW JliKapcbKoro 3acoby.
OKCauuWH 6nictepy B 3arBepmkeHo: PEME/AIA
y KapTOHHil (REMEDIA). 3anponoHoBaHo:
remirigp ynakoBLi JNEBO®/IOKCALIH
ary) (LEVOFLOXACIN). BBegeHHs 3MiH
NpoTArom 6-Tu MicALiB nicas
3aTBEPAKEHHS
86. | NIEBO®JIOKC | levofloxaci | nesodhn - TabneTku, BKpUTI Cimnekc IHAjA Cimnekc d®apma IHAisA BHECEHHS 3MiH 0 peecTpaLiiiHnX - UA/13897/01/01
AUVH n oKcaLuH 060/10HKOI0, MO Papmva Met. N14. martepianis: 3miHu | Tuny -
=y 250 wr, in bulk: no Met. /114, AfMiHiCTpaTMBHI 3MiHX. 3MiHa Ha3BK
BUrIAA 5 Tabnetok y nNikapcbKoro 3acoby - 3mMiHW BHECEHO
nesodon 6nictepi no 100 LLIOA0 Ha3BM NiKapCbKoro 3acoby.
OKcaumH abo no 200 3areBepmkeHo: PEME/AIA
y 6nictepiB y (REMEDIA). 3anponoHoBaHo:
remirigp Kopo6kax; in bulk: NEBO®J/IOKCALNH
arty) no 10 TabneTok y (LEVOFLOXACIN). BBefeHHSs 3MiH
6nictepi no 50 abo npoTArom 6-Tm MicAuiB nicns
no 100 6nicTepiB y 3aTBEPAKEHHSA
KOpobkax
87. | NEBO®JIOKC | levofloxaci | neBodhn - TabneTku, BKpUTI Cimnekc IHAjs Cimnekc d®apma IHAisa BHECEHHS 3MiH 0 peecTpaLiiiHX - UA/13897/01/02
AUVH n oKcaLuH 060/10HKOI0, MO Papma Met. N14. matepianis: 3miHu | Tuny -
(y 500 wr; in bulk: no MeT. NiTA. AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
BUrNAA 5 Tabnetok y nNikapcbKoro 3acoby - 3MiHW BHECEHO
nesogon 6nictepi no 100 LLIOA0 Ha3BM NiKapCbKoro 3acoby.
OKcauuWH abo no 200 3arBepmakeHo: PEMEAIA
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
y 6nictepiB y (REMEDIA). 3anponoHoBaHo:
remirigp Kopo6kax; in bulk: JNEBO®/IOKCALIH
arty) no 10 TabneTok y (LEVOFLOXACIN). BBeaeHHSs 3MiH
6nictepi no 50 abo NpOTArom 6-Tu MicALiB nicas
no 100 6nicTepiB y 3aTBEPAKEHHS
Kopobkax
88. | IEBO®J/IOKC | levofloxaci | nesocpn | JOIMA | TabneTku, BKpUTI Cimnekc IHais Cimnekc ®apma IHais BHECEHHS 3MiH 0 peecTpaLiiiHux 3a He UA/13896/01/01
AUVH n okcauymH | 12 060/10HKOHO, MO dapma Mer. N14. martepianis: 3miuu | Tuny - peyenmom | nidssi2
=y 250 mr; no 5 a6o Met. N14. AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU ae
BUrnAgi no 10 TabneToky nNikapcbKoro 3acoby - 3MiHW BHECEHO
nesogon 6nictepi; no 1 LLIOA0 Ha3BM NiKapCbKOro 3acooby.
oKcauuH 6nictepy B 3aTtBepmxeHo: PEMEAIA
y KapTOHHiiA (REMEDIA). 3anponoHosaHo:
remirigp ynakoBLji NNEBO®/IOKCALH
aty) (LEVOFLOXACIN). BBefieHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS
89. | NETPAM levetiracet | nesetup | NO3A KOHUeHTpaT ans Acnipo IHais Acnipo ®apma IHais BHECEHHS 3MiH 0 peecTpaLiiiHux 3a UA/17233/01/01
am auertam X14 pO34MHYy ANns Papma Nimiten marepianis: 3miHu Il Tuny - 3miHM 3 | peyenmom
iHcpysin, 100 Nimiten akocTi. A®l. BUpo6HMUTBO (iHLUi
Mmr/mn; no 5 mn 3MiHu) - MNogaHHA OHOBJIEHOI BepCil
(500 mr) y macTep-aiiny Ha Ad|
chnakoHi, no 1 abo NeseTtupaunTtam [EM] Version: 16-
no 10 donakoHiB y December-2021 (nonepesHs Bepcis
Kopoo6Li [EM] Version: 31 March 2017) Big,
3aTBepApKeHoro BupobHuka Hetero
Labs Limited, India.
90. | NNIAOKAIHY lidocaine nigokaiH - KpucTaniyHmii TOBAPUC | YkpaiHa FY®IK IHais BHECEHHS 3MiH 0 peecTpaviiiHux - UA/14598/01/01
riAPOXNOPU y MOPOLLIOK TBO 3 BIOCAMEHCI3 matepianis: 3miHa 3asBHuka /13
ay rigpoxno (cybeTaHuis) y OBMEXE nTAa. (MIBM) (BnacHuka peecTpawjiiitHoro
MOHOrIAPAT puay noABiHMX HOIO nocsigyeHHs) (3rigHo Hakasy MO3
MOHOTiZ, noslieTUIeHoBMX BIANOBIA Big 23.07.2015 Ne 460)
part nakeTtax gnsa ANBbHICT
hapmaueBTUYHOro 0]
3aCTOCyBaHHA "KOPIOP
ALlIA
"340POB’
a
91. | NYUETAM® Piracetam | nipauet NO6B TabneTkun, BKpUTI 3AT Yropuiu 3AT Yropuy, BHECEHHS 3MiH 0 peecTpaLiiHnX 3a He UA/8165/01/02
am X03 NiBKOBOO dapmavreB Ha dapmaueBTUYHNI nHa marepianis: 3miHu | Tuny - 3miHK 3 peyenmom | mionse
060/10HKOI0, MO TUYHWIA 3aBog ElC AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. ae
800 wmr, no 30 3aB0/, CrabinbHicTb. 3MiHa y TepmiHax
Tabnetoky EFIC npugaTHocTi abo ymoBax 36epiraHHs
CKNAHNX roTOBOrO /iKapCbKOro 3acoby

donakoHax; no 15

(3MEHLLEHHS TEpPMiHY NpuaaTHOCTI
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
Tabnetok y roToBOro Nikapcbkoro 3acoby) - Ans
6nictepi; no 2 TOProBOi YNakoBKW - 3MEHLLEHHS
6nictepu y TepMiHy npugartHocTi MN3. Oitoua
KapTOHHI KOpo6Lii pefakuis: TepmiH npuaaTHocTi. 5
pokiB. MNponoHoBaHa peAakuis:
TepmiH NnpuaaTHOCTI. 3 poKW. 3MiHK
BHeCeHO B po3ain "TepMiH
npuaaTHOCTI" B IHCTPYKLiO An1A
MeAMYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby.
92. | NYUETAM® Piracetam | nipauet NO6B TabneTkn, BKPUTI 3AT Yropwm 3AT Yropuy BHECEHHS 3MiH 40 peeCcTpaLiiHNX 3a He UA/8165/01/03
am X03 NNiBKOBOIO dapmaues Ha dapmaveBTUYHUI MHa mMartepianis: 3miHu | TUny - 3MiHKN 3 peuyenmowm | nions2
060/10HKOI0, N0 TUYHWI 3asof ElC AKoCTI. FoTOoBUIA Nikapcbkuii 3aci6. ae
1200 wr; no 20 3aB0Of, CTabinbHicTb. 3MiHa y TepMiHax
Tabnetoky ErFIC npugaTHocTi abo ymoBax 36epiraHHs
CKNSAHUX roTOBOro NikapcbKoro 3acoby
onakoHax; no 10 (3MEeHLUEHHS TepMiHY NPUAATHOCTI
TabneTtoky roToBOro nikapcbKoro 3acoby) - Ans
6nictepi; no 2 TOProBOI YNakoBKW - SMEHLLEHHS
6nictepn y TepmiHy npugartHocTi [N13. ditoua
KapTOHHIA Kopo6Li pepakuis: TepmiH npugaTHocTi. 5
pokis. MNponoHoBaHa peAakuis:
TepMiH NpuaaTHocTi. 3 poKu. 3MiHK
BHeCeHOo B po3fin "TepMiH
npuaaTHOCTI" B IHCTPYKLiO 4115
MeAMYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby.
93. | NYUETAM® Piracetam | nipauet NO6B TabneTkun, BKPUTI 3AT Yropuiu 3AT Yropuy, BHECEHHS 3MiH 10 peecTpaLiiHnx 3a He UA/8165/01/01
am X03 NAiBKOBOO dapmaveB Ha dapmaueBTUYHNI nHa marepianis: 3miHu | TRy - 3MiHK 3 peyenmom | miosse
060/10HKO, N0 TUYHWI 3aBof ElC AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. ae
400 mr no 60 3aB0o/, CrabinbHicTb. 3MiHa y TepmiHax
TabneToky EFIC npugaTHocTi abo ymoBax 36epiraHHs
CKNIAHOMY roTOBOrO /iKapCbKOro 3acoby
donakoHi; no 1 (3MEeHLUEeHHA TepMiHY NpuAaTHOCTI
chnakoHy y roTOBOrO JlikapcbKoro 3acoby) - Ans
KapTOHHil TOProBOi YNakoBKW - 3MEHLLEHHSA
Kopo6ui; no 15 TepMiny npugartHocTi MN3. fitova
Tabnetoky pepakuis: TepMiH npuaatHocTi. 5
6nictepi; no 4 pokiB. MNponoHoBaHa pejakuis:
6nictepu y TepmiH npugaTHOCTI. 3 poKW. 3MiHK
KapTOHHI KOpo6Li BHECEHO B po3ain "TepMiH
NpUAAaTHOCTI" B IHCTPYKL,itO ANs
Me[MYHOro 3aCTOCYBaHHS
NiKapCbKoro 3acoby.
94. | NYUETAM® Piracetam | nipauet NO6B TabneTku, BKPUTI 3AT Yropwm 3AT Yropuy BHECEHHS 3MiH [j0 peecTpaLiiiHux 3a UA/8165/01/01
am X03 nAiBKOBOO Papmaues Ha PapmaLeBTUYHHWIA MHa marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
060/10HKOI0, N0 TUYHWIA 3aBog ElC AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
400 wr; no 60 3aB0/, 3MiHU Y BUPOGHULTBI. 3MiHK
Tabnetoky EFIC BMNpobyBaHb abo AOMYCTUMUX MEX,
CKNSIHOMY BCTaHOB/IEHMX Y cneumdikayisx, nig
donakoHi; no 1 yac BUPOGHMLTBA FOTOBOTO
chnakoHy y nNikapcbKoro 3acoby (BUyYeHHs
KapTOHHiiA HecyTTeBOro BUNpobyBaHHA B
KopooLi; npoLeci BAPO6HULITBA) BUYYEHHS
no 15 Tabnetok y HecyTTEBOro BUNPoOyBaHHA B
6nictepi; no 4 npoueci BUpobHULTBA, a came:
6nictepu y BWAA/IEHHS KOHTPOJIO PO3MIpY
KapTOHHI Kopo6Lli 4yacToK noapibHeHoro nipaueramy.
95. | NYUETAM® Piracetam | nipauet NO6B TabneTkun, BKPUTI 3AT YropLum 3AT Yropuy, BHECEHHS 3MiH 1O peecTpavLiHnx 3a UA/8165/01/02
am X03 NNiBKOBOIO dapmaueB Ha dapmaLleBTUYHNI MHa martepianis: 3miHu | TUny - 3MiHK 3 peyenmom
060/10HKO0, NO TUYHWIA 3aBof ElC AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
800 mr no 30 3aB0o/, 3MiHU Y BUPOBHULTBI. 3MiHK
Tabnetoky ErC BMNPOGYBaHb ab0 AONYCTUMUX MEX,
CKNSAHUX BCTaHOB/IEHMX Y cneumdikauisx, nig
hnakoHax; no 15 yac BUPOOGHWLTBA FOTOBOMO
Tabnetoky NiKapcbKoro 3acoby (BUIy4YeHHS
6nictepi; no 2 HEeCyTTEBOro BUNPOOYBaHHS B
6nictepu y npoLeci BUPO6HULITBA) BUTYYEHHS
KapTOHHI kopooLj HECYTTEBOI0O BUNPOOYBaHHSI B
npoLeci BUpOGHULITBA, a came:
BUAASIEHHSI KOHTPOJO PO3MIpY
4YaCTOK NoApiGHEHOrO nipaueTamy.
96. | NYLUETAM® Piracetam | nipauet NO6B TabneTku, BKPUTI 3AT Yropwm 3AT Yropuy BHECEHHS 3MiH 0 peecTpaLiiiHux 3a UA/8165/01/03
am X03 NNiBKOBOO Papmaves Ha dapmaveBTUYHWIA MHa marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
060/10HKOI0, N0 TUYHWI 3aBog ElC AKOCTI. [0TOBWIA NikapcbKnii 3acib.
1200 wmr no 20 3aBo/, 3MiHM Y BUPOBGHULTBI. 3MiHK
TabneToky Erc BUNpobyBaHb abo JOMYCTUMUX MEX,
CKIISAHMX BCTaHOB/EHNX Y cneuudikauisx, nig,
chnakoHax; no 10 yac BMPOBHMLTBA FOTOBOrO
Tabnetoky NiKapcbKoro 3acoby (BUAyYeHHS
6nictepi; no 2 HeCyTTEBOro BUNPObyBaHHS B
6nictepu y npoLeci BAPOGHULITBA) BUTYYEHHS
KapTOHHiiA KopoobLyi HeCyTTEBOro BUNPOOYBaHHS B
npoteci BUpobHULTBa, a came:
BUAA/IEHHA KOHTPOJO PO3MIpY
4yacTokK noApibHeHoro nipaveramy.
97. | NYUETAM® Piracetam | mipauet NO6B TabneTku, BKpUTI 3AT Yropin 3AT Yropuy, BHECEHHS 3MiH 0 peecTpaLiiiHnX 3a He UA/8165/01/02
am X03 NNiBKOBOIO dapmaues Ha dapmaLeBTUYHUI MHa martepianis: 3miHu | TUnNy - 3MiHKU 3 peuenmom | nionsi2
060/10HKOI0, N0 TUYHWIA 3asof ElC AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. ae
800 wmr, no 30 3aB0o/, KOHTpO/Ib roTOBOro NMikapcbKoro
Tabnetoky ErcC 3acoby. 3miHa y MeTofax
CKIAHUX BMNPOGYBaHHS TOTOBOTO J1iKAPChKOro
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

hnakoHax; no 15
Tabnetoky
6nictepi; no 2
6nictepn y
KapTOHHI Kopo6Lii

3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTofax
BMNPOOYBaHHS) BHECEHHS
He3HauYHMX 3MiH [0 crneundikawii /
meTogiB BUNpobysaHHsa M3 ans
nokasHuka «Onuc». BeefeHHs 3MiH
NpoTArom 6-Tu MicALiB nicas
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO /1iKaPChKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTofax
BMNPOOYBaHHS) BHECEHHS
He3HauYHMX 3MiH [0 crneundikawii /
meTogiB BUNpobysaHHsa M3 ans
nokasHuka «Po3mipu». BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS. 3MiHM | TMNY - 3MiHK
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTUMmX
MeX roTOBOrO /likapCbKOro 3acoby
(BUTYYEHHS HE3HAYHOTO NMOKa3HUKa
(Hanpuknag 3acTapinoro NokasHuka,
TaKoro sk 3anax Ta cMak, abo
ineHTudikauis 6apBHUKIB un
CMakoBUX [06aBOK)) BUTyHYEHHS 3i
crneundikavii N13 He3Ha4yHoro
nokasHuka «Po3wmip: - Bucotax.
BBegeHHS 3MiH npoTsArom 6-tv
MicALiB nicnsa 3aTBepPMKEHHS. 3MiHU
| TMNy - 3MiHW 3 AKOCTi. FoTOBMIA
nikapcbknii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3MiHa
y MeTogax BunpobyBaHHSA roToBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBEpXEHNX MeToAax
BMNPOOYBaHHS) BHECEHHS
He3HauyHKX 3MiH 8o cneuudikadii /
MeTOoAiB BUNpobyBaHHs M3 ans
nokasHuka «lgeHTudikauia gitoyoi
peuyoBuHmM 1. (TLWX)». BBegeHHs

3MiH NPOTSArom 6-TM MicauiB nicns
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHK
3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTumMmx
MeX roTOBOrO J1iKapCbKOro 3acoby
(BMNyYEHHSI HE3HAYHOTO NOKa3HKKa
(Hanpviknag, 3acTapifioro nokasHuka,
TaKoro sk 3anax Ta cMak, abo
iaeHTuiKaLia 6apBHUKIB UM
CMakoBUX [06aBOK)) BUTYYEHHS 3i
cneuudikauii /13 He3Ha4Horo
nokasHuka «lgeHtudikauis
6apBHVIKa 060/10HKM Tab/1eTOK —
TuTaHy giokcuay (kosboposa
peaxuisi)». BBefeHHS 3MiH NPOTArom
6-TV MICALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[OTOBWIA NNikapcbkuMii 3aci6.
KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa y meToaax
BMNPOOYBaHHA rOTOBOTO MiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX
BUNPOGYBaHHS)

BHECEHHS He3HauHVX 3MiH [0
cneuudikauii / metoais
BMNPO6YBaHHA M3 An1A Noka3HWKIB
«lgeHTudikalia giroyoi peyoBmHY 2.
(BEPX)» Ta «KinbkicHe BU3Ha4YeHHs
aitoyoi pevoBuHy (BEPX)».
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEpKEHNX MeTodax
BUNPO6YBaHHS) BHECEHHS
He3HauyHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHsa M3 ana
nokasHunka «CynpoBifHi AOMiLLKN
(BEPX)». BBeAeHHs 3MiH NpOTAromM
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHuM | TMNY - 3MiHK 3 AKOCTI.
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
[OTOBWIA NNikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa y meToaax
BMNPOOYBaHHA rOTOBOTO MiKapCbKOro

3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BUNPOBYBaHHS) BHECEHHS
He3HayHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHsa M3 ana
nokasHunka «Po3unHeHHs (BEPX)».
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEpKEHNX MeTodax
BUNPO6YBaHHS) BHECEHHS
He3HauyHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHs M3 ans
nokasHukiB «CepefHs Maca» Ta
«OfAHOpIgHICTb Macu». BeegeHHs
3MiH NpoTAroM 6-Tu MicauiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
3 AKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTumMmx
MeX roTOBOrO J1iKapCbKOro 3acoby
(BMNyYEHHSI HE3HAYHOTO NOKa3HKKa
(Hanpviknag, 3acTapifioro nokasHuka,
TaKoro sk 3anax Ta cMak, abo
iaeHTuiKaLia 6apBHUKIB UM
CMakoBUX [06aBOK)) BUTYYEHHS 3i
cneuudikauii /13 He3Ha4yHoro
nokasHuka «Po3nagaHHs».
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX rOTOBOTO

NikapcbKoro 3acoby (BUyYeHHs
He3HayHoro nokasHuka (Hanpuknag




6apBHUKIB UM CMaKOBMX 406ABOK))
BW/IyYeHHS 3i cneumdikauyii N3

He3HauHoro nokasHvka «CTiliKicTb
[10 po34aBnoBaHHA» nne Ans
NYLUETAM®, TabneTkn BKpUTI

N/1iBKOBOK 060/10HKOI0, M0 800 Mr.
BBegeHHs 3MiH npoTsArom 6-tv

| TMNy - 3MiHW 3 AKoCTi. FoTOBWUIA
nikapcbkuii 3aci6. KoHTponb

napameTpiB cneuudikaui Ta/abo
[0NyCTUMUX MEX rOTOBOrO
NiKapcbkoro 3acoby (40NOBHEHHS
BiANOBiAHMM METO40M
BMNPO6YBaHHS) [ONOBHEHHS

cneundikauii 13 HoBUM
nokasHukom «Po3sgineHHs

Tabs1eTkv BKPUTI MNIBKOBOH

3acoby. 3miHa y MmeToaax
3acoby (He3HayHa 3MiHa y

3aTBEPAKEHNX METOAAX
BUNPOBYBaHHS) BHECEHHS

npoTArom 6-Tm MicAuiB nicns

3acoby. 3miHa y MeTofax

3acoby (He3HayHa 3MiHa Yy

3aTBepaXXeHnX MetToaax

MicALiB nicnsa 3aTBepMKEHHS. 3MiHU

roTOBOrO JliKapCbKOro 3acoby. 3MiHa

cneuudikaLii HOBUM NMOKa3HUKOM 3

TabneTok» 3 BiANOBIAHNM METOAOM
BMNpobyBaHHA ansa IYLIEETAM®,

060/10HKO0, No 800 Mr. BBeaeHHSA
3MiH NpPOTArom 6-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbkoro

BUNPO6YBaHHS TOTOBOrO /liKapCLKOro

He3HauyHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHsa M3 ana
nokasHuka «BTpara B maci npu
BUCYLLYBaHHi». BBeAeHHA 3MiH

3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
3 AKocCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapCbKOro

BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro

118 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
3aCcTapifioro NokasHuka, Takoro sk
3anax Ta cmak, abo igeHTudikauis




JopaTka 3
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

BUNPO6YBaHHS) BHECEHHS
He3HauyHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHs M3 ans
nokasHuka «OHOPIAHICTb
[030BaHNX OAUHNLE». BBEAEHHS
3MiH NpoTAroM 6-Tu MicauiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTummx
MeX roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW) BHECEHHSA HE3HAUYHMX
3MiH Jo0 crneumdikavii / meTogis
BMNpo6yBaHHA /13 ans nokasHuKa
«MikpobionoriyHa ynctota» Ta 3miHa
nepiogMYHOCTi BUNPO6YBaHHS -
"BUNPOGYBaHHS NPOBOAATL A5
nepLUoi BUPO6GHMYOI cepil B pou, a
noTiM [N KOXHOT fecsaToi cepii”.
BBegeHHs 3MiH npoTsArom 6-tv
MicALiB Nicnsa 3aTBepPMKEHHS. 3MiHU
| TMNy - 3MiHW 3 AKoCTi. FoTOBWUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3MiHa
napameTpiB cneuudikaui Ta/abo
[0NyCTUMUX MEX rOTOBOrO
nNiKapcbKoro 3acoby (iHLi 3MiHW)
BHECEHHS 3MiH A0 Creumdikayii MN13
3a nokasHuKom "Onuc", 3okpema:
3MiHa y hopmyntoBaHHi onucy
TabneTku LWAsSXoM 3amiHu "3
rpaBitoBaHHAM" Ha "3 CTWUNI30BaHNM
CMMBOJIOM" Ta BUNYyYEHHA
iHchopmawii LWoA0 HasBHOCTI thacku
Ha TabeTuj. 3MiHM BHECEHO B
IHCTPYKLiO ANA MegU4HOro
3acTOCyBaHHS NikapCbKoro 3acoby y
po3ain «/likapcbka gpopmas» (OCHOBHi
Pi3nKo-XiMiYHi BNacTUBOCTI).
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiC/1A 3aTBEPKEHHS

98.

NYUETAM®

Piracetam

nipauet
am

NO6B
X03

TabneTkun, BKPUTI
NNiBKOBOIO
060/10HKOH0, MO
1200 wmr, no 20

3AT
dapmaues
TUYHUIA
3aBof

YropLum
Ha

3AT
dapmaLleBTUYHNI
3aBog ElC

Yropuy
vHa

BHECEHHS 3MiH 1O peecTpavLiitHnx

mMartepianis: 3miHu | Tuny - 3MiHK 3

AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCcbKoro

3a
peuyenmom

He
nionse
ae

UA/8165/01/03




120 IIpopoBxeHHs

JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
Tabnetok y ErC 3acoby. 3miHa y MeTofax
CKIAHUX BMNPOGYBaHHSI FOTOBOTO J1iKapCbKOro
chnakoHax; no 10 3acoby (He3Ha4Ha 3MiHa Yy
TabneToky 3aTBEPAKEHNX METOAAX
6nictepi; no 2 BMNPOOYBaHHS) BHECEHHS
6nictepu y He3HauyHKX 3MiH 4o cneuudikadii /
KapTOHHI KOpo6Lii MeTOoAiB BUNpobyBaHHs M3 ans

nokasHuka «Onuc». BeegeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax
BMNPOGYBaHHSA rOTOBOrO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) BHECEHHS
He3HauyHKX 3MiH 8o cneuudikadii /
MeTOoAiB BUNpobyBaHHA M3 ans
nokasHuka «Po3mipu». BBegeHHs
3MiH NpOTAroM 6-Tu MicauiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
3 AKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTummx
MeX roTOBOrO J1iKapCbKOro 3acoby
(BMNyYEHHSI HE3HAYHOTO NOKa3HKKa
(Hanpviknag, 3acTapifioro nokasHuka,
TaKoro sk 3anax Ta cMak, abo
iaeHTuiKaLia 6apBHUKIB UM
CMakoBUX [06aBOK)) BUTYYEHHS 3i
cneuudikauii /13 He3Ha4Horo
nokasHuka «Po3mip: - BUCOTa».
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBepKEHNX MeTodax
BUNPOBYBaHHS) BHECEHHS
He3HauyHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHsa M3 ana
nokasHuka «laeHTudikauia giroyoi
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

peyoBuHu 1. (TLUX)». BBegeHHSA
3MiH NpOTAroM 6-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
3 KOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo gonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(BMyYEHHS1 HE3HAYHOTO NOKa3HKKa
(Hanpuknag 3acTapinoro NokasHuka,
TaKoro sik 3anax Ta cMak, abo
iAeHTUdikauis 6apBHYKIB Un
CMakoBux 106aBOK)) BUTyYEHHS 3i
crneundikavii 13 He3Ha4yHoro
nokasHuka «laeHTudikauis
6apBHVIKa 060/10HKM Tab1eToK —
TUTaHy giokeungy (kosboposa
peakujis)». BBefieHHS1 3MiH NpoTArom
6-TN MiCALIB Nic/1A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTofax
BMNPOOYBaHHS)

BHECEHHS He3HaYHMX 3MiH A0
cneuudikauii / metoais
BMNpoGyBaHHSA /13 aNs nokasHukiB
«lpeHTudpikauis airoyoi peyoBunHN 2.
(BEPX)» Ta «KinbKicHe BU3HaueHHSA
aitoyoi pevoBuHN (BEPX)».
BBefeHHA 3MiH NPOTAroMm 6-Tn
MicsLiB NiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa

y 3aTBEpHKEHUX MeToAax

BMNPOOYBaHHS) BHECEHHS
He3HauyHWX 3MiH [0 crneundikawii /
meTogiB BUNpobysaHHsa M3 ans
nokasHuka «CynpoBigHi JOMILLKM

(BEPX)». BBeieHHs 3MiH NPOTAromM
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
6-TN MiCALIB Nic/1A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro

BUNPOGYBaHHS TOTOBOFO JliKapCbKOro

3acoby. 3miHa y meTogax

3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTogax
BMNPOOYBaHHS) BHECEHHS
He3HauyHWX 3MiH [0 crneundikawii /
meTogiB BUNpobysaHHsa M3 ans
nokasHuka «Po3unHeHHs (BEPX)».
BBefeHHS 3MiH NPOTAroMm 6-Tn
MicsLiB NiC/1A 3aTBEPMKEHHS. 3MiHN
| TMNy - 3MiHW 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEpHKEHUX MeToAax
BMNPOOYBaHHS) BHECEHHS
He3HauYHMX 3MiH [0 crneundikawii /
meTogiB BUNpobysaHHsa M3 ans
nokasHukis «CepefHsl Maca» Ta
«OfHOpPIAHICTb Macu». BeefeHHs
3MiH NpPOTArom 6-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo gonycTUMmMX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(BMyYEHHS1 HE3HAYHOTO NOKa3HKKa
(Hanpuknag 3acTapifnoro NokasHuka,
TaKoro sik 3anax Ta cMak, abo
iAeHTUdikauis 6apBHYKIB Un
CMakoBux 106aBOK)) BUTyYEHHS 3i
crneundikavii M'N13 He3Ha4yHoro
nokasHuka «Po3nagaHHs».
BBeaeHHA 3MiH NPOTAroMm 6-Tn
MicsLiB NiC/A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKoro 3acoby. 3miHa

y MeTogax BunpobyBaHHA roTOBOro
niKkapcbKoro 3acoby (He3HayHa 3MmiHa
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Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
y 3aTBEPKEHNX MeToAax

BMNPOOYBaHHS) BHECEHHS
He3HauyHKX 3MiH 4o cneuudikadii /
MeTOoAiB BUNpobyBaHHA M3 ans
nokasHuka «BTtparta B maci npu
BVCYLLYBaHHI». BBeeHHS 3MiH
NpoTArom 6-Tu MicALiB nicas
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO /1iKaPChKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) BHECEHHS
He3HauYHMX 3MiH [0 crneundikawii /
meTogiB BUNpobysaHHsa M3 ans
nokasHuka «OAHOpPIAHICTb
[030BaHNX OAVHULGY. BBeAeHHs
3MiH NpOTAroM 6-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHK
3 KOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo gonycTUMMX
MEX rOTOBOr0 NiKapCbKoro 3acoby
(iHLWi 3MiHM) BHECEHHS HE3HAYHNX
3MiH 40 cneuudpikauii / meTosis
BMNpobyBaHHA 13 ans nokasHuka
«MikpobionoriyHa ynctota» Ta 3amiHa
nepioguyYHOCTi BUNPOBYBaHHS -
"BUNPOGYBaHHSA NPOBOAATL A5
nepLioi BUpo6HUYOT cepii B poLi, a
noTiM A/19 KOXHOT AecaToi cepir”.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
Z[0NyCTUMUX MEX FOTOBOTO
nNikapcbKoro 3acoby (BUyYeHHs
He3Ha4yHOro nokasHuka (Hanpuknag
3acTapifioro NokasHmKa, Takoro siK
3anax Ta cMak, abo igeHTundikauis

6apBHYIKIB Y CMaKoBUX 106aBOK))
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

BW/IyYeHHS 3i cneumdikayii MN3
He3HauHoro nokasHvka «CTiliKicTb
[0 pO3/aB/oBaHHA» A1
NYLUETAM®, TabneTkn BKpUTI
NiBKOBOK 060/10HKOI0, No 400 Mr Ta
1200 mr. BBeeHHs 3MiH NpoTArom
6-TN MiCALIB Nic/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTUMMX
MeX roTOBOrO /likapCbKOro 3acoby
(iHWi 3MiHW) BHECEHHSA 3MiH [0
Cneuyudikauii /13 3a NOKa3HUKOM
"Onuc", 30Kkpema: 3MiHa y
hopMysItOBaHHi onucy TabneTku
LU/IAXOM 3aMiHuM "3 rpaBitoBaHHAM"
Ha "3 CTUNI30BaHNM CUMBOJIOM" Ta
BW/TyYEHHS iHhopMmaL,ii Wwoao
HasBHOCTI dhacku Ha TabneTui.
3MiHM BHECEHO B iHCTPYKLtO AN
MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
«Jlikapcbka hopma» (OCHOBHiI
hi3MKO-XiMiYHi BNacTMBOCTI).
BBegeHHs 3MiH npoTsArom 6-tv
MicALiB Nicns 3aTBepMKEHHS

99.

NYUETAM®

Piracetam

nipayet
am

NO6B
X03

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0
400 wr, no 60
Tabnetoky
CKNSAHOMY
donakoHi; no 1
donakoHy y
KapTOHHiiA
Kopo6ui; no 15
Tabnetoky
6nictepi; no 4
6nictepn y
KapTOHHI Kopo6Li

3AT
dapmaues
TUYHWIA
3aBo/|
EFIC

YropLm
Ha

3AT
dapmaveBTUYHUI
3asopg ElC

Yropuy
nHa

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKN 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOIO NiKapCbKOro
3acoby. 3miHa y meToaax
BMUNPOO6YBaHHA roTOBOIO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX
BUNPOBYBaHHA) BHECEHHS
He3HaYHMX 3MiH o cneundikauii /
MeToZiB BUNpobyBaHHs M3 ans
nokasHuka «Onucx». BeegeHHs 3MiH
NpoTSArom 6-Tu MicALiB nicas
3aTBepKeHHA. 3MiHU | TUNY - 3MiHK
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOIO NiKapCbKOro
3acoby. 3miHa y MeToaax
BUNPO6YBaHHSA rOTOBOIO J1iKaPCbKOro

3a
peyerimom

He
nionse
ae

UA/8165/01/01
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) BHECEHHS
He3HauYHMX 3MiH [0 crneundikawii /
meTogiB BUNpobysaHHsa M3 ans
nokasHuka «Po3mipu». BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTUMMX
MeX roTOBOrO /likapCbKOro 3acoby
(BWyYEHHS1 HE3HAYHOTO NOKa3HKKa
(Hanpuknag 3acTapinoro NokasHuka,
TaKoro sk 3anax Ta cmMak, abo
ineHTudikauis 6apBHUKIB un
CMakoBUX f06aBOK)) BUTyHYEHHS 3i
crneundikavii N13 He3Ha4yHoro
nokasHuka «Po3wmip: - Bucotax.
BBegeHHs 3MiH npoTsArom 6-tv
MicALiB Nicnsa 3aTBepPMKEHHS. 3MiHU
| TMNy - 3MiHW 3 AKoCTi. FoTOBWUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3MiHa
y MeTogax BUNpobyBaHHs roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBEpXEHNX MeToAax
BMNPOOYBaHHS) BHECEHHS
He3HauyHKX 3MiH 8o cneuudikadii /
MeTOoAiB BUNpobyBaHHA M3 ans
nokasHuka «laeHTudikauia gitoyoi
peuyoBuHu 1. (TLWX)». BBeageHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS. 3MiHM | TMNY - 3MiHK
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTUMMX
MeX roTOBOrO /likapCbKOro 3acoby
(BWyYEHHS1 HE3HAYHOTO NOKa3HKKa
(Hanpuknag 3acTapinoro NokasHuka,
TaKoro sk 3anax Ta cmMak, abo
ineHTudikauis 6apBHUKIB un
CMakoBUX [06aBOK)) BUTYHYEHHS 3i
crneundikauii /13 He3Ha4yHoro




126 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

nokasHuka «lgeHtudikauis
6apBHVIKa 060/10HKM Tab/IeTOK —
TuTaHy giokcuay (kosboposa
peaxuisi)». BBefeHHS 3MiH NPOTArom
6-TV MICALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTiI.
[OTOBWIA NNikapcbkuMii 3aci6.
KOHTpOsb roToBOro MikapcbKoro
3acoby. 3miHa y meToaax
BMNPOOYBaHHA rOTOBOTO MiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BUNPO6YBaHHS)
BHECEHHS HE3HAYHMX 3MiH A0
cneuudikauii / metoais
BMNPO6YBaHHA M3 An1A Noka3HWKIB
«lgeHTudikalia giroyoi peyoBmHY 2.
(BEPX)» Ta «KinbkicHe BU3Ha4YeHHs
aitoyoi pevoBuHy (BEPX)».
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEpKEHNX MeTodax
BUNPOBYBaHHS) BHECEHHS
He3HauyHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHsa M3 ans
nokasHunka «CynpoBifHi AOMiLLKN
(BEPX)». BBeeHHs 3MiH NpOTAromM
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbkuin 3aci6.
KOHTpO/Ib roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax
BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) BHECEHHS
He3HauyHKX 3MiH 8o cneuudikadii /
MeTOoAiB BUNpobyBaHHs M3 ans
nokasHuka «Po3unHeHHs (BEPX)».
BBegeHHs 3MiH npoTsArom 6-tv

MicALIB Nicnsa 3aTBepMKEHHS. 3MiHU
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127 IIpopoBxeHHs
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA

3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK

BMNPOGYBaHHSA roTOBOrO J1iKapCbKOro

nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEpKEHNX MeToAax
BUNPOBYBaHHS) BHECEHHS
He3HayHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHsa M3 ana
nokasHukiB «CepefHs Maca» Ta
«OfAHOpIgHICTb Macu». BeegeHHs
3MiH NpoTAroM 6-Tu MicauiB nicns
3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK
3 AKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTummx
MeX roTOBOrO J1iKapCbKOro 3acoby
(BMyYEHHS1 HE3HAYHOTO NOKa3HKKa
(Hanpviknag, 3acTapifioro nokasHuka,
TaKoro sk 3anax Ta cMak, abo
iaeHTuiKaLia 6apBHUKIB UM
CMakoBUX [06aBOK)) BUTYYEHHS 3i
cneuudikauii /13 He3Ha4yHoro
nokasHuka «Po3nagaHHs».
BBefeHHs 3MiH NpoTArom 6-Tu
MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEpKEHNX MeTodax
BUNPOBYBaHHS) BHECEHHS
He3HauyHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHsa M3 ana
nokasHuka «BTpara B maci npu
BUCYLLYBaHHi». BBeAeHHA 3MiH
npoTArom 6-Tm MicAuiB nicns

3 AKocCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax

3acoby (He3HayHa 3MiHa Yy

3aTBepaXXeHnX MetToaax




JopaTka 3

128 IIpopoBxeHHs
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
BUNPO6YBaHHS) BHECEHHS

He3HauyHuX 3MiH 4o cneuudikauii /
mMeToZiB BUNpobyBaHHs M3 ans
nokasHuka «OHOPIAHICTb
[030BaHNX OAUHNLE». BBEAEHHS
3MiH NpoTAroM 6-Tu MicauiB nicns

3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/Ib roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTummx
MeX roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW) BHECEHHSA HE3HAUYHMX
3MiH Jo0 crneumdikavii / meTogis
BMNpo6yBaHHA /13 ans nokasHuKa
«MikpobionoriyHa ynctota» Ta 3miHa
nepiogMYHOCTi BUNPO6YBaHHS -
"BUNPOGYBaHHS NPOBOAATL A5
nepLUoi BUPO6GHMYOI cepil B pou, a
noTiM [N KOXHOT fecsaToi cepii”.
BBegeHHs 3MiH npoTsArom 6-tv
MicALiB Nicnsa 3aTBepPMKEHHS. 3MiHU
| TMNy - 3MiHW 3 AKoCTi. FoTOBWUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3MiHa
napameTpiB cneuudikaui Ta/abo
[0NyCTUMUX MEX rOTOBOrO
niKkapcbKoro 3acoby (BUyYEHHS
He3HayHOro nokasHuka (Hanpvknag,
3aCTapifioro NoKasHvKa, Takoro Ak
3anax Ta cMak, abo igeHTudikauis
6apBHUKIB YN CMaKOBMX 406aBOK))
BUyYeHHS 3i cneuudikayii M3
He3Ha4yHoro nokasHuka «CTilikicTb
[0 po34aB/loBaHHA» 415
NYUETAM®, Tabnetkun BKpuUTI
niBKOBOK 060/10HKOIO, M0 400 Mr Ta
1200 mr. BBeeHHS 3MiH NpoTArom
6-TV MiCALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbkuin 3aci6.
KOHTpO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTummx
MeX roTOBOrO J1iKkapCbKOro 3acoby

3aTBEpPKEHHS. 3MiHU | TUNY - 3MiHK

(iHLWi 3MiHW) BHECEHHS 3MiH 0




129 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
Cneuudikauii ['/13 3a NOKa3HUKOM
"Onnc", 3okpema: 3miHa y
dhopmy oBaHHI onucy TabneTkm
LIAAXOM 3aMiHU "3 rpasitoBaHHAM"
Ha "3 CTWNI30BaHNM CUMBOJIOM" Ta
BW/yYEHHS iHhopMmaL,ii Wwoao
HasABHOCTI thacky Ha TabneTu;.
3MiHM BHECEHO B iHCTPYKLitO AN
MeAMYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby y po3ain
«Jlikapcbka dhopma» (OCHOBHI
hi3MKO-XiMiYHi BNacTMBOCTI).
BBefeHHS 3MiH NPOTAroMm 6-Tn
MicsLiB Mic/1A 3aTBEPKEHHS
100. | NYUETAM® Piracetam | nipauet NO6B TabneTku, BKpUTI 3AT Yropwm 3AT Yropuy BHECEHHS 3MiH 0 peecTpaLiiiHuX 3a UA/8165/01/02
am X03 NiBKOBOIO dapmaveB Ha dapmaveBTUUHHUIA MHa marepianis: 3miHu | Tuny - 3mMiHK peyenmom
060/10HKOHO, MO TUYHUIA 3aBog ElC oo 6e3nekn/edekTMBHOCTI Ta
800 wmr; no 30 3aB0/, hapmakoHarnagy (iHwi 3miHK).
TabneToky ErC 3MiHN BHECEHO Y TEKCT MapKyBaHHS
CKIISAHMX NepBMHHOI (eTkeTka gonakoHa M. 6)
hnakoHax; no 15 Ta BTOPWHHOT (N. 8, 17) ynakoBokK
TabneToky nikapcbkoro 3acoby. BeefeHHsA 3MiH
6nictepi; no 2 npoTsirom 6 MicsLiB nicns
6nictepny 3aTBEPMKEHHS.
KapTOHHiii kKopobLi
101. | NYUETAM® Piracetam | mipauet NO6B TabneTkun, BKpUTI 3AT Yropuin 3AT Yropuy, BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/8165/01/03
am X03 NNiBKOBOIO dapmaues Ha dapmaueBTUYHUI MHa mMaTtepianis: 3miHu | TUNY - 3MiHK peuenmom
060/10HKOH0, MO TUYHWIA 3asog ElC oo 6esnekn/edekTMBHOCTI Ta
1200 wr; no 20 3aBo[, thapmakoHarnsgy (iHwi 3MiHn).
TabneToky EriC 3MiHM BHECEHO Y TEKCT MapKyBaHHS
CKNAHNX nepBUHHOI (eTukeTKa hnakoHa n. 6)
chnakoHax; no 10 Ta BTOPWHHOI (. 8, 17) ynakoBoK
TabneToky nikapcbkoro 3acoby. BeegeHHs 3MiH
6nictepi; no 2 npoTArom 6 micauis nicns
6nictepn y 3aTBEPKEHHS.
KapTOHHI Kopo6Lii
102. | NYUETAM® Piracetam | nipauet NO6B TabneTkun, BKPUTI 3AT Yropuiu 3AT Yropuy, BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/8165/01/01
am X03 NiBKOBOIO dapmareB Ha dapmaueBTU4HNI nHa marepianis: 3miHu | TRy - 3MiHK peyenmom
060/10HKOI0, MO TUYHWIA 3aBog ElC oo 6e3nekn/edeKTMBHOCTI Ta
400 wr; no 60 3aB0o/, thapmakoHarnsgy (iHwi 3MiHu).
Tabnetoky Eric 3MiHN BHECEHO Y TEKCT MapKyBaHHS
CKNSIHOMY NepBUHHOI (eTukeTka donakoHa M. 6)
donakoHi; no 1 Ta BTOPWHHOI (N. 8, 17) ynakoBok
chnakoHy y nikapcbkoro 3acoby. BBegeHHs 3MiH
KapTOHHil npoTArom 6 Micauis nicns

Kopo6ui; no 15

3aTBEPKEHHS.




130 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
Tabnetok y
6nictepi; no 4
6nictepu y
KapTOHHI Kopo6Lii
103. | MATHIO Magnesiu MarHito BO5XA | po3uunH gns MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/14637/01/01
CYNb®AT m sulfate cynbpat | 05 iH ekuii 250 akuioHepH akuioHepHe a mMatepianis: 3miHu | TUNY - 3MiHK peyenmom
renrarig Mr/MA; Mo 5 Mn B e TOBapUCTBO "Jlekxim- oo 6e3nekn/edeKTMBHOCTI Ta
pat amnyni; no 10 TOBapucTB XapkiB" papmakoHarnsgy (iHwi 3miHn)
amnyn B naui; no 0 "/lekxim- OHOB/IEHO TEKCT MapKyBaHHS
5 mn B amnyni; no XapkiB" NepBUHHOI Ta BTOPUHHOT YNaKoBKu
100 amnyn B nikapcbKoro 3acoby, a came:
nadui; no 5 mn B BW/TyYEHO iHhopMaLilo, 3a3HayYeHy
amnyni; no 5 POCIiCbKOI0 MOBOIO, BHECEHO 3MiHU
amnyn B 6nicTepi; y TEKCT MapKyBaHHS1 NEPBUHHOT (.
no 2 6nictepu B 2, 6) Ta BTOPUHHOI (n. 2, 4, 11, 17)
nauuj; no 10 mn B ynakoBKK, a TakoX 3po61eHo
amnyni; no 10 He3HauHi pegakuiiiHi npaBku.
amnyn B naJi; no BHeceHHs 3MiH [0 po3giny
10 mn B amnyni; «MapkyBaHHa» MKA N13:
no 5 amnyn B 3arBepgxeHo: MAPKYBAHHA
6nictepi; no 2 HapaeTbca. 3anponoHoBaHo:
6nictepu B nauwy; MAPKYBAHHA BignosigHo fo
no 10 mn B 3aTBEPKEHOTO TEKCTY MapKyBaHHS.
amnyni; no 100 BBefeHHA 3MiH NPOTATroMm 6-Tn
amnyn B nali MicsLiB NiC/1sA 3aTBEPLPKEHHSA
104. | MIHOKCVAN minoxidil MiHOKCH - MOPOLLIOK nn YkpaiHa B/ Kemikans MNer. IHAisA BHECEHHS 3MiH 40 peecTpaLiiHnX - UA/18568/01/01
n ann (cybcTaHuis) B "MELEO" nra. marepianis: 3MiHu | Tuny -
nonieTMIeHoBMX AAMIHICTPaTUBHI 3MiHW. (HLLI 3MiHW)
nakeTtax Ans YTOYHEHHS Ha3BW Ta agpecu
hapMaueBTUYHOIO BMpPOGHMKA
3acTOCyBaHHs
105. | MIPAMICTUH - mipamict | DO8AJ | po3uvH ans MpAT YkpaiHa MpAT YkpaiH BHECEHHS 3MiH 0 peecTpaLiiiHX 6e3 nionsz UA/1804/02/01
® WH 30BHILLIHBbOIO "papmaLe "papmaLeBTUYHa a MaTtepianis: 3miHu | TUNY - 3MiHK peuyenma ae
3acTocyBsaHHs, 0,1 BTUYHA ipma "AapHuus” oo 6e3nekn/edeKTMBHOCTI Ta
mr/m; no 50 mny thipma hapmakoHarnsagy. 3mMiHu y
donakoHi, no 1 "fapHuua” TepaneBTUYHMX NOKa3aHHAX
hnakoHy 3 (BUNYyYeHHS TepaneBTUYHOIO
ypeTpasibHOI0 nokasaHHs1) 3MiHN BHECEHO [0
Hacafikoro abo no IHCTPYKLiT ANna Mean4Horo
1 cbnakoHy 3 3acTOCyBaHHS NMikapCbKoro 3acoby y
posnuoBavem B po3gin "MokasaHHA" Wwoa0
nauui BWJ/TyYEHHS NoKa3aHHA "Ypornoris:
KOMM/IEKCHE NiKyBaHHSA rOCTPOro i
XPOHIYHOTO YpeTpuTy Ta
YPEeTponpocTaTuTy Ak cneuudivHoi
(xnamigjios, TPUXOMOHias, roHopest),




131 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
Tak i HecneyudiyHoi eTionoril™, Ta,
SIK HAcNigok, Ao po3giny "Cnoci6
3acToCyBaHHA Ta fo3n", 3
BiANOBIAHMMMN 3MiHAMM B TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBegeHHs 3MiH NpoTArom 6-
TW MiCALB Nic/1a 3aTBEPAKEHHS.
106. | MOMIKCOH mometaso | momeTtas | RO1A cnpeii HazaNbHUI, AT Monbwa dapmea, DpaHuis; dpaHy, BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/16749/01/01
ne OHY D09 cycneHsis, 50 "Anamep, Brpo6HuK is/ mMartepianis: 3miHu | TUny - 3MiHKN 3 peyenmom
dypoaty MKr/ao3y; no 10 r dPapma” BiANoBiganbHUA 3a Monb aKkocTi. CepTudikaT
MOHOTiZ, (60 go3), no 161 BUNYyCK cepii, He wa BignosigHocTi/l E-cepTudikat
par (120 po3), 18 r BK/IIOHA0UN BiANOBIAHOCTI EBpONechbkili

(140 po3)
cycneHsii y
nosieTnneHoBoMy
donakoHi 3
[03y04nM
Hacocom Ta
Hazas/IbHUM
annikatopom; rno 1

donakoHy y
KapTOHHiiA KOopoobLy

KOHTpONb: AT
"Agamvepq dapma’,
Monba

hapmaxkonei/MmoHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BU/yYEHHS cepTudikara
Bi4NOBIAHOCTI EBpONENCHKil
thapmakonei: gna A®l; ans
BUXifHOTO
mMartepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI API; AN [ONOMIKHOT
peyoBuHU (cepTudikat
BiANOBIAHOCTI EBpONechbkili
chapmakonei) - OHOBNEHWIA
cepTuqikaT Bif y)Xe 3aTBepKeHOoro
BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTa BifnoBigHOCTI
€Bponeiicbkii hapmakonei Ne RO-
CEP 2018-303-Rev 02
(3aTBEpAXeHo: RO-CEP 2018-303-
Rev 01) anst A®l momeTasoHy
oypoaTy MoHorigpar Big,
3aTBEPLKEHOro BUPO6HMKa Aarti
Industries Ltd, India, akuii 3miHnB
Ha3By Ha AARTI Pharmalabs
LIMITED, India. 3MiHu | Tuny - 3MiHn
3 skocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiiNOBIAHOCTI E€Bponelicbkilt
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ans A®l; ans
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n/n

Ha3ssa

JliKapcbKO20

3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

BUXIAHOIO
mMartepiany/peareHTy/NpoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBunHU (cepTudiikat
BiANOBIAHOCTI EBpoNechbkili
thapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif yXe 3aTBepAKEHOro
BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTuikaTa BigNoOBIAHOCTI
€sponeiicbkin hapmakonei Ne CEP
2018-303-Rev 03 gnsa Aol
MoMmeTas3oHy dypoaTty MoHorigpaT
Bif 3aTBEPXEHOr0 BUPOOHMKA
AARTI Pharmalabs LIMITED, India.
3MiHW | TUNY - 3MiHKU 3 AKOCTI.
CepTudpikart BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHoOCTi a6o
BW/yYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
hapmakonei: gna A®l; ans
BUXIQHOMO
matepiany/peareHTy/npomMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXKHOI
pevoBuMHYM (cepTudiikat
BiANOBIAHOCTI EBponeiichkili
thapmakonei) - OHOBMEHWA
cepTudikaT Bif yxe 3aTBepAXEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTa BignoBiAHOCTI
€Bponeiicbkili hapmakonei Ne RO-
CEP 2018-185 Rev 01
(3aTBepmxeHo: RO-CEP 2018-185
Rev 00) ana A®l MomeTasoHy
oypoaTy mMoHorigpar Big
3aTBEPLKEHOrO0 BUPOGHMKA
STERLING S.p.A,, Italy.

107.

®

MOHOMPOCT

latanopros
t

nataHon
pocT

SO1EE
01

Kpanni ouHi,
po34uH, 50
MKr/m; no 0,2 mn
B 0[JHO[1030BOMY

NABOPAT
YAP TEA

®paHLin

EKCENBI3IOH

®paHy,
if

BHECEHHS 3MiH 1O peecTpavLiitHnx

mMartepianis: 3miHu | Tuny - 3MiHK 3

AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOBHMLTBI. 3MiHa

3a
peuyenmom

UA/16308/01/01




133 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

KOHTeliHepi; no 5 iMnopTepa/3miHu, WO CTOCYTbCSA
0/}HOI030BUX BWMNYCKY Cepii Ta KOHTPOJIKO SKOCTI
KOHTEliHepiB, roTOBOrO JliKapCbKoro 3acoby
3'€lHaHNX MiX (3amiHa abo gofaBaHHSA OiNbHULI, Ha
€060 Y CTPIUKY SKI 34iACHI0ETBCA
(cTpun), y cawe; KOHTPO/Ib/BMNPOOYBaHHS cepil) -
no 6 cawey 3amiHa ginbHuUL BiANOBiAaIbHOI 3a
KapTOHHI kopooL;j MiKPOGIOIOTiYHNIA KOHTPO/Tb

rotoBoro npoaykTty i3 KEYBIO (ZI

Les Paluds, Pole Performance Bat

C2 BP 1427, 13785 Aubagne
Cedex, FRANCE) Ha ainbHuLo
KEYBIO (539 Avenue du Mistral,
ZAC ATHELIA V, 13600 La Ciotat,
France).
108. | HEBIAO testostero TecTtoct G03B PO34uMH onA Baitep Al | Himeuun Baiiep Al Himey BHECEHHS 3MiH 0 peecTpaLiiiHux 3a He UA/2629/01/01
ne €epoHy A03 iH ekuin, 250 Ha YnHa mMaTtepianis: 3miHu | TMNy - 3MiHn peyenmom | nidssi2
yHAeKaH Mr/mn; no 4 mny Loao 6e3nekn/edeKTUBHOCTI Ta ae
oart thnakoHi; no 1

donakoHy B
KapTOHHI nayui

chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha
niacTaBi perynsipHoO OHOB/THOBAHOIO
3BITy 3 6e3neku Nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHS /ikapCcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKA 3BITY 3
[ochigpkeHb, NPOBEAEHNX
BiAMNOBIAHO A0 NNaHy negiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rogpkeHo
3 KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom)
3MiHWM BHECEHO A0 IHCTPYKLIT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMU fliKapCbKuMn
3acob6amu Ta iHWi BUAn B3aeMogiin”,
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJIEHOT iH(hopMaLii LWoago
6e3nekn 3acTocyBaHHS Aitouol
peyoBuHU. BefieHHs 3MiH npoTarom
4-0Xx MicsILiB MiCNs 3aTBEPA)KEHHS.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edpeKTUBHOCTI Ta




134 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
hapmakoHarnagy (iHwi 3miHu).
3MiHV BHECeHO A0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3zinis
"OcobnuBocTi
3acTocyBaHHA"(He3HauHi
peparyBaHHs) Ta "Mo6iuHi peakuii”
(L0A0 BaXNMBOCTI 3BITYBaHHA Npo
noGiyHi peaxuii). BegeHHs 3MiH
nNpoTsArom 4-ox Micsuis nicns
3aTBEPKEHHS.
109. | HEOTPM30N - opHigas G01B TabneTku OPIrAHO OAE EBepTomxeH Naiid IHais BHECEHHS 3MiH 0 peecTpaLiiiHnX 3a UA/10674/01/01
® on, F BariHasbHi, no 4 CWH CaeHcus Nimiteq, marepianis: 3miHu | Tuny - 3mMiHK peyenmom
HeoMiLmn Tabnetkn y ctpuni; | JIAMI®GCA oo 6e3nekn/edekTMBHOCTI Ta
HYy no 2 cTpunu B EHCUN3 thapmakoHarnsgy. BeegeHHs abo
cynbat KapTOHHi kopobui | (E® 3ET 1) 3MiHV [0 y3araslbHEHUX AaHuX npo
, Yy KOMMAEKTi 3 cuctemy thapmakoHarnsgy
MiKoHa3 annikaTtopom; rno 8 (BBELeHHA y3araslbHEHUX AaHuX nNpo
ony TabneToky cuctemy thapmakoHarnagy, 3amiHa
HiTpaT, 6nictepi; no 1 YNOBHOB&XXEHOT 0CO6MU,
npegHis 6nictepy B BiANOBiAA/bHOT 32 3AiICHEHHSA
O/10H KapTOHHiiA KOopoobLy thapmakoHarnsgy; KOHTakTHOT ocobu
Yy KOMMEKTi 3 3 thapmakoHarnsgy 3asiBHuKa 4/is
annikatopom 3[jiCHEeHHS hapmakoHarnsay B
YkpaiHi, AKL0 BOHa BiAMIHHA Bif,
YNOBHOB&XXEHOT 0CO6MU,
BiANOBiAANbHOT 3a 3AiICHEHHSA
hapmakoHarnagy (Bkiovarouu
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-thaiina cuctemu
hapmakoHarnsagy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOI
oco6w, BignoBigasbHOI 3a
hapmakoHarnag,. BunyyeHxs
iHhopMmaLii o0 KOHTaKTHOT 0co6M
3asBHMKa, BiANOBiga/IbHOI 3a
3[jilicCHeHHs hapmakoHarnagy B
YKpaiHi Ta ii KOHTaKTHUX gaHuX.
3MiHa MicLie3HaxoKeHHSA MacTep-
thaiina cuctemu hapmakoHarnsgy.
3MiHa MicUs 34iCHEHHS OCHOBHOT
AiSIbHOCTI 3 chapmakoHarniagy.
110. | HOBOKC®-50 | levofloxaci | nesodpn | JOLMA | TabneTtku, BKPUTI OPIrAHO OAE EBepTomxeH Nalid IHais BHECEHHS 3MiH 0 peecTpaviiiHux 3a UA/12673/01/01
0 n okcauuH | 12 NAiBKOBOO CWVH CaeHcus Nimiteq, marepianis: 3miHu | Tuny - 3MiHK peyenmom
y 060/10HKO, N0 NANDCA Loao 6e3nekn/edeKTUBHOCTI Ta
remirigp 500 mr; no 5 E€HCN3 hapmakoHarnsgy. BeefeHHs abo
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n/n

JliKapcbKO20

Ha3ssa

3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

ar

Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHil
ynakoBLi

(E® 3ET )

3MiHW [0 y3arasibHEHUX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPO
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0co6W,
BiANOBiAA/IbHOT 3a 3AiICHEHHSA
chapmakoHarnsgy; KOHTaKkTHoOI 0cobm
3 thapmakoHarnsgy 3asiBHuka ans
3[jiCHEeHHs1 hapmakoHarnsgy B
YKpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0cobM,
BiANOBiAA/IbHOT 3a 3AiICHEHHS
hapmakoHarnagy (Bkitovarouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MmileHHi MacTep-chaiina cuctemu
thapmakoHarnagy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
oco6w, BignoBigasibHOI 3a
chapmakoHarnsg,. BunyyeHHs
iHchopmauii LLOA0 KOHTaKTHOT 0cobK
3as1BHMKA, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay B
YkpaiHi Ta il KOHTaKTHUX AaHUX.
3MiHa MicLe3HaxoMKeHHs MacTep-
(palina cuctemu hapmakoHarnagy.
3MiHa Micus 3AiICHEHHS OCHOBHOT
AOiSNIbHOCTI 3 dpapmakoHarnsgy

111.

HOBOKC®-50

0

levofloxaci
n

nesogon
OKCaLyH
y ..
remirigp
ar

TabneTkun, BKPUTI
NiBKOBOO
060/10HKO0, NO
500 wr; in bulk: no
1000 TabneTtok y
noAgiiHomy
nakeTi; no 1
nakeTy B
KapTOHHil
ynakoBLi

OPFAHO
CWH
NANDCA
€EHCK3
(E® 3ET )

OAE

EBepTomkeH Naiid
CaeHcunz Jlimiteq

IHais

BHECEHHS 3MiH 1O peecTpavLiitHnx
mMaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHsa abo
3MiHW [0 y3araslbHEeHUX AaHnx Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX Mpo
cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOI 0co6Y,
BiNOBIAANbHOI 3@ 3MjACHEHHS
hapMakoHars4y; KOHTaKTHOI 0cobu
3 (papMakoHarnagy 3asBHvka gns
3[jiicCHeHHs hapmakoHarnagy B
YKpaiHi, SIKLL0 BOHa BigMiHHa Bif
YNOBHOBaXEHOI 0co6Y,
BiJNOBIAANbHOI 3@ 3AjACHEHHS
hapmakoHarnagy (Bkiovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilleHHi MacTep-thaiina cuctemm

UA/12674/01/01
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n/n

3acoby

JliKapcbKO20

Ha

mosaHa
Has3sa*

HenameH

diroyoi
peyosu
HU

ATX

(nikapcbka
¢hopma,
ynakoska)

dopma sunycky

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep

peecmpayitiHo
2o

nocsioYeHHs

112.

HOBOKC®-75

levofloxaci

thapmakoHarnagy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT
oco6w, BignoBigasibHOI 3a
thapmakoHarnsg,. BunyyeHHs
iHchopmauii LLOA0 KOHTaKTHOT 0cobK
3as1BHMKA, BignoBigasibHOI 3a
3[jiCHEHHsI hapmakoHarnaay B
YkpaiHi Ta il KOHTaKTHUX AaHUX.
3MiHa MicLe3HaxoMKeHHs MacTep-
(palina cuctemu hapmakoHarnagy.
3MiHa Micus 3AiACHEHHS OCHOBHOT
AOiSNbHOCTI 3 dpapmakoHarnsgy

113.

0

HOBOKC®-75

n

levofloxaci

nesogon
OKcaLyH
y ..
remirigp
ar

nesocn

JOIMA

TabneTkun, BKPUTI
NNiBKOBOIO
060/10HKO0, NO
750 mr; no 5
Tabnetoky
6nictepi; no 1
6nictepy B
KapTOHHIM
ynakoBLi

OPFAHO
CWH
NANDCA
€EHCK3
(E® 3ET )

OPrAHO

OAE

EBepTomkeH Naiid
CaeHcunz Jlimiteq

IHais

BHECEHHS 3MiH 1O peecTpavLiHnx
MaTtepianis: 3miHu | TMNy - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHeHUX AaHnx Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX Mpo
cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOT 0co6Y,
BiiNOBIAANbHOI 3@ 3MjACHEHHS
hapMakoHars4y; KOHTaKTHOI 0cobu
3 (papMakoHarnagy 3asBHvka gns
3[jilicCHeHHs hapmakoHarnagy B
YKpaiHi, SIKLL0 BOHa BigMiHHa Bif
YNOBHOBaXEHOI 0co6U,
BiNOBIAANbHOI 3@ 3MjACHEHHS
hapmakoHarnagy (Bkiovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3wmilLeHHi MmacTep-thaiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu, BiANoBifasIbHOI 3a
dhapmakoHarnsg,. BunyyeHHs
iHchopMawii LLoA0 KOHTaKTHOT 0co6K
3asBHUKA, BiANOBIAa/IbLHOI 3a
3iiCHEHHS hapmakoHarnsgy B
YKpaiHi Ta 1i KOHTaKTHUX JaHuX.
3MiHa MicLle3HaxoMKeHHsT MacTep-
tharina cuctemu hapmakoHarnsgy.
3MiHa Micus 34iliCHeHHA OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy

3a
peuyenmom

UA/12673/01/02

0

n

OKCauuH

y

TabneTkun, BKpUTI
NNiBKOBOIO

060/10HKOHO, N0

CWH

NANSCA

OAE

EBepTopxeH Naiid

CaeHcus Jlimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLiiHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK

oo 6e3nekn/edekTMBHOCTI Ta

UA/12674/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

remirigp
at

750 wr; in bulk: no
1000 TabneTtok y
noagiiHomy
nakeTi; no 1
nakeTy B
KapTOHHil
ynakoBLi

€HCK3
(E® 3ET)

thapmakoHarnsgy. BeefieHHs abo
3MiHM [0 y3ara/lbHEHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO
cuctemy chapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0cobwu,
BiANOBIAA/ILHOI 3a 3iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT 0cobu
3 (papMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapmakoHarnaay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobw,
BiANOBIAA/ILHOI 3a 3iicCHEHHS
hapmakoHarnagy (Bkiovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnsg,. Bunyyents
iHchopMawii LLoA0 KOHTaKTHOT 0co6K
3as1BHVIKa, BignoBigabHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHs1 MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS1 OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy

114.

PENNATCAN

agalsidase
alfa

arancug
asa
anba

A16AB
03

KOHLieHTparT Ans
pO34nHy Ans
iHdpy3ii, 1 mr/mn;
no 3,5 mn
KOHLEeHTpaTty y
thnakoHi; no 1
donakoHy y
KapTOHHIA KOpo6Li

Takepa
dapmacb
toTikan3
IHTepHeLwH
nAr
IpnaHgis
BpeHu

Ipnangis

BiANOBiAA/IbHWIA 32

BMNYycK cepii: LWaiiep

PapmacbloTikans
Ipnangis Miviteg,
Ipnangis; Takepa
PapmacbloTikans
IHTepHewHn Al
IpnaHgia bpeHu,
IpnaHgis;
BMPOBHULTBO
nikapcbKkoro 3acoby,
KOHTPO/1b AKOCTI
cepii, Bisya/sibHa
iHcnekuia: BeTtep
dapma-PepTiroHr
'm6X EHA Ko. KT,
HimeuumnHa;
BMPOGHMLTBO

IpnaHg
is/
Himey
ynHa/
CLUA/
Cnony
YyeHe
Koponi
BCTBO/
Higep
nalan

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMartepianis: 3miHu | TUny - 3MiHKN 3
akocTi. A®l. KoHTponb A®L. 3miHa y
MeTogax BunpobyBaHHs APl abo
BMXiAHOro MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHN Y
MeTofax BUNpobyBaHHS
(BK/IOHAOUM 3aMiHy a60
[ONoBHEHHA) AD| abo
BWXiHOro/NPOoMKHOro NpoAayKTy)
3aMiHa aHaliTMYHOTO MeToAy
"EnekTpodopes B
noniakpunamigHomy reni 3
[0JaBaHHAM HaTpito
pofeuuncynsgary - Coomassie”
(SDS PAGE) Ha "KaninspHuii

3a
peyerimom

UA/15890/01/01




138 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

nNiKapcbKoro 3acooby,
KOHTPO/1b AKOCTI
'N3: bopa
$apmachbioTikans
IHxekTe6C IHK.
(BiNiA#AIA), CLUA,;
KOHTPO/b SIKOCTI
cepii, BisyasnibHa
iHCnekuyjia: Bettep
Papma-PepTirtoHr
'6X EHA Ko. KT,
HimeyunHa;
Bi3yasibHa iHCeKLUis:
BeTtep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuumnHa;
KOHTPO/b SIKOCTI
'N3, BuNpo6yBaHHsA
CTabiNbHOCTI:
LLaiiep XblomeH
[xeHeTik Tepanic,
CLUA; KOHTpO/Ib
SKOCTI cepil,
BMNPOGYBaHHSA
CTabiNbHOCTI:
Yapnb3 Pisep
Nab6opaTtopi3s
Alineng N1ga,
IpnaHgin; KOHTposb
AKOCTI cepil: BeTTep
dapma-depTirtoHr
'm6X EHA Ko. KT,
HimeuunHa; KosaHc
NabopaTtopis
Nimiten, CnonyyeHe
KoponiscTBo;
MapKyBaHHs Ta
nakyBaHHsl,
ancTpubyuis
roToBOro
nikapcbKoro 3acoby:
EmiHeHT CepBices
KopnopeiiwH, CLUA,;
LiEAYEN Cannnaii
YeiiH, HinepnaHgu

enekTpogopes B MPUCYTHOCTI
HaTpito gogeuuncynscary"” (CE-
SDS) gns Bunpo6ysaHb npun
BUMYCKy Ta BUNpobyBaHb
CTabiNIbHOCTi 4151 aKTUBHOI
peyoBVHY arancugasa anbda.
3MiHM BHOCATbLCA Y Taki po3aiin
peecTpavuinHoro gocke: 2.3; 2.3.S.4;
2.3.5.5;2.3.5.7;3.2.5.4;3.2.S 5;
3.2.S.7. Kpim Toro, 3asiBHUK XOTiB 61
CKOPVCTaTUCA Haro4ow Ta BHeCTH
peakuiiiHi npaBkn A0 po3ainis
peecTpadiiiHoro gocke 3.2.S.4,
3.2.S.7 B pamkax Ljei npoueaypu
BHECEeHHs1 3MiH. BBegeHHS 3MiH
npoTArom 6 Micauis nicns
3aTBEPKEHHS. 3MiHM | TMNY - 3MiHK
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BMNPOOYBaHHA rOTOBOTO /1iKaPChKOro
3aco6y (iHLWWi 3MiHK y MeToAax
BMNPoOyBaHb (BK/OYAUM 3aMiHy
ab0 fonoBHEHHS)). 3amiHa
aHaniTMyHoro metoay
"Enektpodhopes B
noniakpuiamigHomy reni 3
[ofaBaHHAM HaTpilo
pogeuunncynsgary - Coomassie”
(SDS PAGE) Ha "KaninsipHuii
enekTpogopes B MPUCYTHOCTI
HaTpito gogeuunncynscary"” (CE-
SDS) gns Bunpo6yBaHb
CTabifIbHOCTI FOTOBOrO NiKaPCLKOro
3ac06y. 3MiHU BHOCATLCA Y Taki
po3ginu peecTpauiiHoro gocke: 2.3;
2.3.P.5;2.3.P.8;3.2.P.5;3.2.P.8,a
TakoX Yy MeETon KOHTPOSIKO AKOCTI.
Kpim Toro, 3asiBHUK XOTiB 61
CKOpUCTATUCA HaroAoo Ta BHECTU
pefakuiiiHi npaBkn A0 po3ainis
peecTpadiiHoro gocke 3.2.P.5;
3.2.P.8 B pamkax Li€el npoueaypu
BHECEHHS 3MiH. BBEAEHHS 3MiH
npoTsArom 6 micauis nicns
3aTBEPKEHHSA. 3MiHU | TMNY - 3MiHK




139 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

3 AkocTi. A®l. BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIKHOTO
npoayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BrTrOYatoun, fie HeobXigHo, Micle
npoBeAeHHS KOHTPOSo AkocTi) AdDI
(3a BigcyTHOCTI cepTuchikata
BiANOBIAHOCTI EBpoNechbkili
hapmakonei y 3aTBepKeHoMY
pocbe)(iHwWwi 3MiHN). JoaaBaHHA
ninbHuui Charles River Laboratories
Ireland Ltd, Carrentrila, Ballina, Co
Mayo, Ireland B sikoCTi
anbTepHaTMBHOI AiNbHUL,
BiANoBiAa/IbHOT 32 BUNPOGYBaHHSA
npv BUNYCKy Ta BUNPOBYBaHHS
CTabiNbHOCTI AjH40i Pe4OoBUHM
arancugasu anbga. 3MiHu
BHOCATLCS Y Taki po3gainu
peecTpadjiHoro gocee: 2.3; 2.3.S.2;
3.2.S.2.1. BBefileHHA 3MiH NPOTArom
6 micauiB nicns 3aTBepPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUWMYCKY Cepii Ta KOHTPO/O SKOCTI
roTOBOrO NiKapCbKOro 3acoby (iHLi
3MiHn). JoaaBaHHs ginbHULi Charles
River Laboratories Ireland Ltd,
Carrentrila, Ballina, Co Mayo,
Ireland Yapnb3 Pisep JlabopaTtopis
Alinenp Nt KappeHTtpina, Bannina,
Ko Meiio, IpnaHgis, B AKOCTi
anbTepHaTMBHOI AiNbHUL,
BiAnoBiAa/IbHOT 32 BUNPOGYBaHHS
CTabifIbHOCTI NiKapcbKoro 3acoby
Pennaran. 3miHM BHOCATLCA [0
BiANOBIAHMX po3AiniB
peecTpavujiiHoro gocke: 2.3; 2.3.P.3,
3.2.P.3.1., a Takox 0
peecTpaLiiiHOro NocBigYEHHs Ta
MeTOoZIB KOHTPOO AKOCTI. Kpim
TOro, 3asiBHUK XOTiB 61
CKOpUCTATUCS HarofAo Ta BHECTU
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140 IIpopoBxeHHs
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
pefakLiiiHi npaBku A0 po3ainy
peecTpavuiiiHoro gocbe 3.2.P.3. B

BMpOGHMKa LLlaliep XblomeH

02421, CLWA / 300 Shire Way,
Lexington, MA 02421, USA) B
po3gini 3.2.P.3.1, siky 6yno
NMOMW/IKOBO BUAaneHo. BeeaeHHs
3MiH NnpoTarom 6 micsauiB nicns
3aTBepMKEHHA. SMiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa

NPOBaKEHHS Ai/IbHOCTI
BMpOo6HUKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIoUaum
AinbHULI BUNYyCKy cepii abo micue
NpPOBeeHHA KOHTPOJIIO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, He BK/IYaumn
BMMYCK cepiii). 3MiHa Ha3BM
AiNbHUL, BigNoBifanbHOI 3a
BMPOGHULITBO NikapCbKoro 3acoby Ta
KOHTponb sikocTi MN3 3 Cangene
bioPharma, LLC (dba Emergent
BioSolutions (CBI), Camden
Industrial Park, 1111 South Paca
Street, Baltimore, MD 21230, USA)
Ha Bora Pharmaceuticals Injectables
Inc. (BPII), USA. 3rigHo p. 3.2.P.3.1.
Brpo6HmK(-1) 3 agpecy 3a3HaveHoro
BMPOGHMKaA By/10 BUTyYEHO Ha3By
TepuTopil, Ha Skl 3HaX0ANTbCS
BMPOGHMYA AiNbHUUSA, a came
Camden Industrial Park, wo no
hakTy, He BiAHOCUTLCA [0 aapecu
BMPOGHMKa. Agpeca 3a/IMLLIaeTbCs
He3MiHHO. 3MiHM BHOCATLCSA Y Taki
po3ainu peecTpauiiHoro aocke: 2.3;
2.3.P.3, 3.2.P.3.1. BBeAeHHs 3MiH

npoTsArom 6 micauis nicns
3aTBEPKEHHS.

pamkax Liel npoueaypu BHECEHHS
3MiH, @ came gofaTu hyHKLio
"BunpobyBaHHs cTabinbHocTi" Ans

[xeHeTik Tepanic / Shire Human

Genetic Therapies (300 LUaliep Yeir,
NekcuHrToH, Maccauycetc (MA)

HallmeHyBaHHs Ta/abo agpecu micus
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
115. | PENNIACAN agalsidase | arancug | A16AB | KoHueHTpaT ans Takena IpnaHgis BiANOBiganbHUIA 3a IpnaHg, BHECEHHS 3MiH [j0 peecTpaLiiiHx 3a UA/15890/01/01
alfa asa 03 pO3UMHYy AN dapmach BMNYCK cepii: LWaiiep is/ marepianis: BUNPaBEHHS TEXHIYHOI | peyenmom
anbcha iHdpy3iiA, 1 mr/m; toTikan3 dapmacbloTikans Himeu | nmomwnkm srigHo n.2.4. nn. 5 po3giny
no 3,5 mn IHTEpHELUH IpnaHgis Mivites, ymHa/ VI Haka3zy MO3 YkpaiHu Big
KOHUeHTparty y nAr IpnaHgjs; Takega CLUA/ 26.08.2005p. Ne 426 (y pegaxuii
chnakoHi; no 1 IpnaHgis dapmacbloTikans Cnony | Hakaly MO3 Ykpainu Big 23.07.2015
donakoHy y BpeHu IHTepHewHN Al yeHe p Ne 460), B CneuudikaLii Bunycky
KapTOHHI Kopo6Lii IpnaHgis Bpenuy, Koponi | 3a nokasHukom «[lonicopbat 20», a
IpnaHgis; BCTBO/ came 3a3Hau4yeHO HEBIpPHUIA MeToq,
BUMPOGHMLITBO Higep KOHTPO/I10 — KONTIOPUMETPUYHWIA
NiKapcbKoro 3acoby, | naHgu aHarni3, B TOW Yac, 5K B caMmx

KOHTPO/b SIKOCTI
cepil, BisyanbHa
iHCnekujis: Bettep
dapma-DepTirtoHr
'M6X EHA Ko. KT,
HimeuumnHa;
BMPOGHMLTBO
nNiKapcbKoro 3acooby,
KOHTPO/1b AKOCTI
'N3: bopa
$apmachbioTikans
IHxekTe6C IHK.
(BiNiAAAIA), CLUA,;
KOHTPO/b SIKOCTI
cepii, BisyasnibHa
iHCnekuyjisa: Bettep
Papma-PepTirtoHr
M6X EHA Ko. KT,
HimeyunHa;
Bi3yasibHa iHCeKLUis:
BeTtep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuumnHa;
KOHTPO/b SIKOCTI
'N3, BuNpo6yBaHHsA
CTabiNbHOCTI:
LLaiiep XblomeH
[xeHeTik Tepanic,
CLUA; KOHTpO/Ib
SKOCTI cepil,
BMNPOGYBaHHSA
CTabiNbHOCTI:
Yapnb3 Pisep
JlabopaTtopis

MeToAax KOHTPO/I0 3a3Ha4eHO
BipHWIi MeTog, —
CnekTpoOoTOMETPUYHWIA aHani3.
3a3HaueHe BUNpaB/IeHHs BigNOBIAaE
mMarepianamMm peecTpauiiiHoro 1ocke
(po3gain 3.2.P.5.2. AHaniTnuHi
METOAMNKMN).
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

Alineng N1a,
IpnaHgis; KOHTponb
AKOCTI cepii: BeTTep

Papma-PepTirtoHr
M6X EHA Ko. KT,
HimeyunHa; KosaHc

Nab6opaTtopi3s
NimiTea, CnonyyeHe

KoponiscTBo;

MapKyBaHHS Ta
nakyBaHHSl,

AncTprbyuis

roToBOro
nikapcbKoro 3acoby:
EmineHT Cepsice3
KopnopeiiwH, CLUA;
AiERYEN Cannnai
YeiiH, Higepnangu

116.

PIHBOK®

upadacitini
b

ynagaum
TUHIO

LO4AF
03

TabneTkun, BKPUTI
NNiBKOBOIO
060/10HKOH,
NPOJIOHroBaHoI A,
15 mr; Ne28: no 7
Tabnetoky
6nictepi, no 4
6nictepn y
KapTOHHIA Kopo6Li

E66BI
Biochapma
CbloTikan3

m6X

Lseiiua
pist

nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepii: E668i C.p.n.,
ITanis; BUPOGHNLTBO
nikapcbKkoro 3acoby,
TecTyBaHHs: E66BI
Alipneng H/ B.B.,
IpnaHgis;
TecTyBaHHS nig, vac
36epiraHHs: E6GBI
IHk., CLLA

ITania/
IpnaHg
is/
CLIA

BHECEHHS 3MiH 1O peecTpavLitHnx
martepianis: 3miHu | Tuny - 3MiHKM 3
AKoCTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo
JONYyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo
BUXIAHUA/NPOMIXHWIA
npoagyKT/peareHT, Wwo
BUKOPWCTOBYIOTbCS Y NpoLeCi
BMPOGHULTBA AP| (ONOBHEHHS
crneundikavii HOBUM MOKA3HMKOM
SAKOCTi Ta BiANOBIAHUM METO40M
BMNpoOyBaHHSA) - [lofaBaHHA HOBUX
napameTpis cneuudikauii
(Description, Identification, Assay
(anhydrous)) Ans peareHTis: po3ynH
JIMMOHHOI KncnoTu. loaaBaHHsA
HOBWX NapameTpiB cneuudikauii
(Description, Identification, Assay)
0151 peareHTiB: PO34MH rigpokeuay
Kauito. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y
napameTtpax cneuudikauin Ta/abo
[ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikadisx Ha Adl, abo
BUXIAHWA/MPOMKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y MPOLECI

3a
peuyenmom

UA/18371/01/01
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
BUpo6HMLTBa AD| (ZofaBaHHA abo
3amiHa (3a BUHSAITKOM aKTUBHOI
peyoBuHM BionoriyHoro abo
iMYyHONOrYHOro NOXOMKEHHS)
napameTpa cneuudikauii 3
BiANOBIiAHMM METO40M
BUNPOOYBaHHA 3a pe3ynbTaTamu
nocnigpkeHb 3 6e3nekn abo AKOCTI) -
[ofaaBaHHs NnokasHuka JoMillkn
(Ethylene glycol bis-imidazolide) no
cneuudikawii Ta BignoBigHOro
mMeToAy BUNpobyBaHHSA BUXiAHOI
CUPOBUHY KapboHingiimigasony
(CDI), peareHTty, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6GHULTBA YnaaaunuTuHIBy.
117. | CEPTUKAH everolimus | eBeponi LO4AA | Tabnetkn no 0,75 HoBapTic LLiselina Bupo6HMLTBO, LLseli BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/3913/01/03
MyC 18 Mmr, no 10 dapma Al pist KOHTPO/1b SIKOCTI, uapis/ mMartepianis: 3miHu | TUnNy - 3MiHKN 3 peyenmom
TabneToky nepsuHHe PymyH | skocTi. A®l. BupobHULTBO. 3MiHU B
6nicTepi; no 6 nakyBaHHs, is npoueci BupobHuutea AdI
6nictepiB y BTOPVHHE (He3HayHa 3MiHa y npoueci
KOpoO6Li 3 KapTOHY nakyBaHHs, BUMYCK BMPOGHMLTBA ADI)
nakyBaslbHOr0 cepii: HoBapTic HesHauHi 3MiHN y BUPOGHNYOMY

dapma LUTelH AT,
Lseliuapis;
Bupo6HMLTBO 3a
MOBHUM LK/IOM:
Hosapric
dPapmacboTrKanc
C.P.N., PymyHia

npoueci A®I eseponimycy BHT nig,
yac npuroTysaHHsa cnonyku Il
(cvporo eBepornimycy), a came -
KOpUryBaHHs fianasoHy Temneparyp
peakujiiiHoi cymiwi 3 «0-5 °C» o «-5
to 5°C». 3MiHn | TMNy - 3MiHK 3
aKocTi. A®l. Bupo6bHMUTBO. 3MiHM B
npoteci BupobHuuTea API
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA ADI). HE3HAYHI 3MiHK
y BUPO6HMYOMY npoueci Ad|
eBeponimycy BHT nig yac
npurotyeBaHHsA cnonyku Il (cuporo
eBeponimycy), a came — 3a3HaYeHHs
L0 eTan NPOMUBAHHSA €
Heo60B’A3KOBUM, Yepes Pi3Hy
KOHGpirypadito obnafHaHHa Ha
BUPOGHMYMX. 3MiHN | TURY - 3MiHK 3
saKocTi. A®l. Bupo6bHMUTBO. 3MiHM B
npoteci BupobHuuTea API
(He3HayHa 3MiHa y mpoueci
BMPOGHMLTBA ADI). HE3HAYHI 3MiHK
y BUpPO6HMYOMY npoueci AD|
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

eBeponimycy BHT nig yac
npuroTyBaHHs cnonyku lll (cuporo
eBeponimycy), a came - 06’emMmn
TONyony AN NPOMUBAHHS
3'eAHYBasIbHVIX AiHIl nicns
popasaHHsa N-ethyldiisopropylamine
3atBepakeHo: To the mixture add
16.5-18.3 kg N-
ethyldiisopropylamine. Rinse the
connecting lines with ~ 40 kg of
toluene 3anponoHoBaHo: To the
mixture add 16.5-18.3 kg N-
ethyldiisopropylamine. Rinse the
connecting lines with ~ 44 kg of
toluene. 3miHu | TUNY - 3MiHK 3
AKOCTi. A®l. BUpo6GHMLTBO. 3MiHN B
npoueci Bupo6HuuTea AdI
(He3HayHa 3MiHa y npoueci
BUpo6HMUTBa ADI). He3HauHi 3MiHK
y BUpo6HMYomy npoueci AdI
eseponimycy BHT nig vac
npurotyBaHHs cnonykm Il (cuporo
eBeponimycy), a came - 06’emMmn
TONyony N5 NpoOMUBaHHSA
3'eAHYBasIbHVIX J1iHIlA nicns
[ofaBaHHsA cnonyku | (panamiumH)
Ta 1,2-ArMeTOoKCHeTaHy.
3arBepmkeHo: Rinse the connecting
lines with ~ 5-11 kg of toluene
3anponoHosaHo: Rinse the
connecting lines with ~ 5-12 kg of
toluene. 3miHu | TUNY - 3MiHK 3
akocTi. A®l. BupobHuuTBo. 3MiHN B
npoteci Bupo6HuuTea AdI
(He3HayHa 3MiHa y npoleci
BMpo6HULTBa API). He3HauHi 3MiHK
y BUpo6GHM4oMmy npoueci Ad|
eseponimycy BHT nig yac
KpucTanisaduji, a came - po3LLUNPEHHS
[iano30Hy KiNbKOCTi BUXIAHOIO
MaTtepiany (6yno 150-400 kr, ctano
88-400 «kr). 3MiHu | TRy - 3MiHK 3
saKocTi. A®l. BUpo6bHMLUTBO. 3MiHM
BMNpobyBaHb abo JOMYCTUMUX MEX
y npoueci BUpo6HmuTBa Adl, Lo
BCTaHOBJIEHI Y crieunduikaLiax (iHwi
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT** 20

Homep

3MiHK). Po3wmpeHHs cneuundikaui
MPOMDKHOrO KOHTpOAto Ans in-line
measurment rentaHy y 3B’a3ky 3i
cneundikoto obnagHaHHs, a came
BMMOru fo in-line measurment
KOHTPO/I0 B NpoLieci xpomarorpadii
Ha cunikareni gns NpUroTyBaHHsA
cnonyku IV 6ynu ckopurosaHi y
3B’A13Ky 3i cneuudiko o6nagHaHHs.
MopiBHAHO 3 BUMOramu Ao MmeToay
"X, TOYHICTb MOTOYHOrO KOHTPOSIO
BUMIPIOETLCSA 3 TOYHICTIO 10 OAHOrO
[ecATKOBOro 3Haky Yepes crneLudiky
obnagHaHHA ANs rentaHy Ta BOAW.
3MiHu | TUNY - 3MiHK 3 SKocTi. AdI.
Bunpo6HMLTBO. 3MiHW BUNpoByBaHb
abo gonycTummnx Mex y npoueci
BMPOG6HMLTBA A®I, 10 BCTAHOB/EHI
y cneyndpikauisax (iHWi 3mMiHW).
Po3wwnpeHrHs cneumndikavi
NPOMIKHOr0 KOHTpOsI0 AN in-line
measurment «Boga» y 3B'A3ky 3i
cneumdiikoto obnagHaHHs, a cave —
BMMOrY A0 in-line measurment gns
KOHTPO/O B npoLieci xpomaTorpadil
Ha cunikareni Ana ofgepXaHHA
cnonyku IV 6ynm ckopurosaHi y
3B'A3KY 3i cneundikoo ob61afHaHHS.
MopiBHAHO 3 BUMOrammn 0 MeToay
"X, TOYHICTb MOTOYHOrO KOHTPO/IO
BUMIPIOETHCSA 3 TOYHICTIO 0 OAHOrO
[EeCATKOBOro 3Haky yepes cneuundiky
ob6nafjHaHHs AN1A rentady Ta BOAW.

118.

CUrHI®OP
nNAP

pasireotid
e

nacupeo
™ma (y
dopmi
nacupeo
™ay
namoary

)

HO1C
B0S

MOPOLLIOK AN
cycneHsii gns

iH ekl no 20 wmr;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO3YMHHMKOM MO 2
M1y nonepegHb0
3anoBHEHOMY
Lwnpuui
(kapmenosa
HaTpito, MaHiT
(E421),

Pekopgaari
Pea
[Lizizec

®paHLin

BUMNYCK cepil:
Pekopgaari Pea
[izizec, ®PpaHuis;
BUMNYCK cepil:
Pekopgaari Pea
[izizec, ®PpaHuis;
BMPOGHMLITBO,
KOHTPO/Tb SIKOCTI,
nepBuHHE
nakyBaHHs
PO34YMHHKKA Ta
BTOPUHHE
nakyBaHHs rOTOBOT0

®paHy,
is/
Higep
nanaw/
ABCTpI

LWseli

yapis/

Himeuy
UYnHa

BHECEHHS 3MiH 1O peecTpavLiitHnx
mMartepianis: 3miHu | Tuny - 3MiHK 3
akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIKHOIO
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpO6HMKaA
(BKNtOYaouKn, ge HeobxigHo, micue
npoBeAeHHSA KOHTPOS0 AKoCTi) AdDI
(3a BigcyTHOCTI cepTucbikata
Bi4NOBIAHOCTI EBpONENCHKil
hapmakonei y 3aTBepKeHoMy
focbe)(iHWi 3MiHK). logaBaHHsA

3a
peyenmom

peecmpayitiHo

NMocBiOYEeHHs

UA/15926/01/01




146 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

nonokcamep 188,
BOAA ANS iH'EKLN),
lronkoto Ta l
afjlanTepom B
KapTOHHI Kopo6Lii

npoaykty: A660TT
Bionogxukanc b6.B.,
Higepnanaw;
KOHTPO/Ib SIKOCTIi 3@
BCiMa napameTpamu
3a BUK/IIOYEHHAM
TecTy "bakTepianbHi
€HA0TOKCUHK",
nepBuHHe
nakyBaHHS NOPOLLIKY:
HosaprTic
dapmactoTikan
MaHydakTypiHr
'M6X, ABCTpIs;
KOHTPO/Tb SIKOCTI 3@
BCiMa NnapameTpamu
3a BUK/THOUEHHAM
MOJIEKYIAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
€HOOTOKCUHN™:
HosapTic
dapmactoTikan
MaHydhakTypiHr
'M6X, ABCTpist;
BMPOGHMLITBO
nopoluky in bulk gns
cycneHsii ansa
iH'eKL;i:
PEKOPJATI Al Pea
[izizec bpaHu,
LLsenuapis;
KOHTPO/Tb SIKOCTI 3@
NOKa3HNKOM
"BakTepianbHi
€HAOTOKCUHN™:
EypodpiHc Bioghapma
MpopakT TecTiHr
MrioHix FmM6X,
HimeuuunHa,;
TepMiHasibHa
cTepunisauis
onakoHiB: CiHepaxu
Xenc [leHikeH AT,
LLBeiuapis

aNbTepHaTVBHOI BUPOOHUYOT
AiNbHUL, BigNoBifanbHOI 3a
BMPOGHMLTBO BUXIAHWUX PEYOBUH
"Fmoc-Phenylglycin-OH", "Fmoc-
Hyp(Boc aminoethylcarbamoyl)-OH",
"Fmoc-Tyrosin(Bzl)-OH", wo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoLeci aKkTMBHOI PeyoBUHU
nacvpeoTugy, a came: Senn
Chemicals (Guido Senn Strasse 1,
Dielsdorf 8157, Switzerland).
[loaaTkoBO BHOCATLCS HE3HAYHI
3MiHUW B LWAAX CUHTE3Y BUXIOHUX
mMartepianis, ki He BNAMBaKOTb Ha
AKICTb MaTtepianis. 3miHu | Tuny -
3MiHU 3 KocTi. APl BUpOBHULITBO.
3MiHa BMpOGHYKa
BMWXifHOro/MpoMiXXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHCS Y BUPOBHUYOMY
npoteci A®l, abo 3miHa BUpoBHMKa
(BKNtOYaouun, oe HeobxigHo, micue
NpoBefEeHHS KOHTPO/I0 AKoCTi) AdI
(3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichkili
hapMakonei y 3aTBepaKeHoMy
focbe)(iHwWi 3MiHN). JoaaBaHHSA
aNbTepHaTVBHOI BUPOOHUYOT
AiNbHUL, BigNoBifanbHOI 3a
BVMPOGHMLTBO BMXiAHOT pEYOBUHU
"4_(Hydroxydiphenylmethyl) benzoic
acid", L0 BUKOPUCTOBYETLCS Y
BVMPOGHMYOMY NPOLLECi aKTUBHOT
peyoBVHM NacMpeoTuay, a came:
Shanghai Haoyuan Chemexpress
Ltd (Building No3, No1999,
Zhangheng Road, 201203,
Shanghai, China). 3miHu | Tuny -
AZMiHiCTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy micus
NPOBaKEHHS AisS/IbHOCTI BUPOOHMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
NpoBefileHHA KOHTPOSII0 AKOCTI), abo
BNacHuKa mactep-goaiisia Ha Adl,
abo noctavasbHuka Ad®l/BuxigHoro
mMartepiany/peareHTy/npomiKHOIo




147 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOGHMLTBI API (AKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei y 3aTBepKeHOMY
nocbke, abo BUPOOHMKa HOBOIT
[0MOMDKHOT PEYOBUHM (SKLLLO
3a3HavYeHo y Aocbe). 3MiHa Ha3BK
BUPOBHNYOT AiNbHALL,
BiANOBIAA/IbHOI 38 BUPOGHMLITBO
BUXigHMX pevyoBuH "Fmoc-Lys(Boc)-
OH", "Fmoc-Phg-OH", "Fmoc-
Tyr(Bzl)-OH", "Fmoc-Hyp(Boc-
aminoethylcarbamoyl)-OH".
Bupo6bHuya ainbHuusA, agpeca Ta yci
BMPOGHWUYI onepauii 3a/mwarTbes
He3MiHHMMK. [itova pegakuyia: W.R.
Grace & Co.-Conn., USA.
lMponoHoBaHa pepgakuis: Lacamas
Laboratories, Inc., USA
119. | CUrHI®OP pasireotid nacvpeo | HO1C NOPOLLOK AN PekopgaTi | ®paHuis BUMNYCK cepil: ®paHy, BHECEHHS 3MiH 1O peecTpavLiitHnx 3a UA/15926/01/03
NnAP e ™4 (Y BO5 cycneHsii gns Pea Pekopgaari Pea is/ mMartepianis: 3miHu | Tuny - 3MiHK 3 peyenmom
dopmi iH ekl no 60 wmr; [Lizizec [izizec, ®PpaHuis; Higep akocTi. A®l. Bupo6HMUTBO. 3MiHa
nacmpeo 1 donakoH 3 BUMNYCK cepil: nanaw/ BMPOGHMKA BUXIAHOrO/MPOMIKHOIO
™Ay NOPOLLKOM Y Pekopgaari Pea ABCTpI NpoAyKTy/peareHTy, Lo
namoary KOMMNEKTi 3 [izizec, ®PpaHuis; al BMKOPWCTOBYHOTLCS Y BUPOOHUYOMY
) PO3UYMHHUKOM MO 2 BMPOGHMLITBO, Lseit npotieci A®l, abo 3miHa BUPOOHMKa
M/1Yy nonepegHso KOHTPO/Tb SIKOCTI, yapis/ (BKNtOYaouKn, ge HeobxigHo, micue
3anoBHeHoOMy nepsuHHe Himey npoBeAeHHSA KOHTPOS0 AKoCTi) AdDI
Lwnpuui nakyBaHHs YnHa (3a BigcyTHOCTI cepTudikara
(kapmenosa PO34YMHHMKA Ta Bi4NOBIAHOCTI EBpONENCHKil
HaTpito, MaHiT BTOPWHHE dhapmakonei y 3aTBepKeHoMy
(E421), nakyBaHHsi TOTOBOIO focbe)(iHWi 3MiHK). JofaBaHHA

nosiokcamep 188,
BOAA ANS iH'EKLIN),
1lronkowo 1a l
aflanTepom B
KapTOHHI Kopo6Li

npoaykTy: A66oTT
Bionogxukanc b6.B.,
Hinepnanaw;
KOHTPO/Ib SIKOCTi 3a
BCiMa napameTpamu
3a BUK/THOYEHHAM
TecTy "bakTepianbHi
€HOOTOKCUHN",
nepBuHHe
nakyBaHHS MOPOLLKY:
HosapTic
PapmactoTikan

aIbTepPHATVBHOI BUPOOHUYOT
LinbHUUI, BignoBiganbHOI 3a
BMPOGHULITBO BUXIHNX PEYOBUH
"Fmoc-Phenylglycin-OH", "Fmoc-
Hyp(Boc aminoethylcarbamoyl)-OH",
"Fmoc-Tyrosin(Bzl)-OH", wo
BUKOPWCTOBYIOTCS Y BUPOOHNYOMY
npoueci akTMBHOI PeYOBUHU
nacupeoTugy, a came: Senn
Chemicals (Guido Senn Strasse 1,
Dielsdorf 8157, Switzerland).
[08aTKOBO BHOCATLCS HE3HAYHI




148 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
MaHydakTypiHr 3MiHUW B LWAAX CUHTE3Y BUXIOHUX

'M6X, ABCTpIs;
KOHTPO/Tb SIKOCTI 3@
BCiMa napameTpamu
3a BUK/THOUEHHAM
MOJIEKYIAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
€HAOTOKCUHN™:
HosapTic
dapmactoTikan
MaHydhakTypiHr
'M6X, ABCTpis;
BMPOGHMLITBO
nopoluky in bulk gns
cycneHsii ansa
iH'eKL;i:
PEKOPJATI Al Pea
[izizec bpaHu,
LLsenuapis;
KOHTPO/Tb SIKOCTI 3@
NOKa3HNKOM
"BakTepianbHi
€HAOTOKCUHN™:
EypodpiHc Bioghapma
MpopakT TecTiHr
MrioHix FmM6X,
HimeuumnHa,;
TepMiHasibHa
cTepunisauis
honakoHiB: CiHepaxu
Xenc [leHikeH AT,
LLBeiuapis

mMartepianis, ki He BNAMBaKOTb Ha
AKICTb MaTepianiB. 3MiHu | Tuny -
3MiHY 3 sKocTi. APl BUpOBHULITBO.
3MiHa BMpOGHYKa
BMWXifHOro/MpoMiXXHOro
NpoayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOBHUYOMY
npoteci A®l, abo 3miHa BUpoBHMKa
(BKNtOYatouun, oe HeobxigHo, micue
NpoBefEeHHS KOHTPO/I0 AKOCTi) API
(3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichkili
hapMakonei y 3aTBepKeHoMy
focbe)(iHWwi 3MiHN). JoaaBaHHSA
aNbTepHaTVBHOI BUPOOHUYOT
AiNbHUL, BigNoBifanbHOI 3a
BVMPOGHMLTBO BUXiAHOT pEYOBUHU
"4_(Hydroxydiphenylmethyl) benzoic
acid", W0 BUKOPUCTOBYETLCS Y
BVMPOGHMYOMY NPOLLECi aKTUBHOT
peyoBVHM NacMpeoTuay, a came:
Shanghai Haoyuan Chemexpress
Ltd (Building No3, No1999,
Zhangheng Road, 201203,
Shanghai, China). 3miHu | Tuny -
AZMiHiCTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AisS/IbHOCTI BUPO6HMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
NpoBefileHHA KOHTPOSII0 AKOCTI), abo
BNacHuKa mactep-goaiisia Ha Adl,
abo noctavasbHuka Ad®l/BuxigHoro
mMartepiany/peareHTy/npoMiKHOro
NpoOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI A®I (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepKeHOMY
[ocCbe, ab0 BUPOOHMKA HOBOI
[0MOMIXHOT PEYOBUHM (SKLLLO
3a3HayeHo y A0Cbe). 3MiHa Ha3Bwu
BMPOGHWYOT AiNTbHNL,
BiANOBIAA/IbHOI 32 BUPOGHMLITBO
BMXiAHMX peyoBuH "Fmoc-Lys(Boc)-
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
OH", "Fmoc-Phg-OH", "Fmoc-
Tyr(Bzl)-OH", "Fmoc-Hyp(Boc-
aminoethylcarbamoyl)-OH".
Bupo6bHuya ainbHuusA, agpeca Ta yci
BMPOGHMWUYI onepauii 3a/mwarTbes
He3MiHHMMU. [itova pegakuyis: W.R.
Grace & Co.-Conn., USA.
lMponoHoBaHa pepgakuis: Lacamas
Laboratories, Inc., USA
120. | CUrHI®OP pasireotid nacvpeo | HO1C NOPOLLOK AN PekopgaTi | ®paHuis BUMNYCK cepil: ®paHy, BHECEHHS 3MiH 1O peecTpavLiiHnx 3a UA/15926/01/02
NnAP e ™4 (Y BO5 cycneHsii gns Pea Pekopgaari Pea is/ martepianis: 3miHu | TUny - 3MiHK 3 peyenmom
dopmi iH ekl no 40 wmr; [Lizizec [izizec, ®PpaHuis; Higep akocTi. A®l. Bupo6HMUTBO. 3MiHa
nacmpeo 1 conakoH 3 BUMNYCK cepil: nanaw/ BMPOGHMKA BUXIAHOrO/MPOMIKHOIO
™Ay NOPOLLKOM Y Pekopgaari Pea ABCTpI NpoAayKTy/peareHTy, Lo
namoary KOMMNEKTi 3 [izizec, ®paHuis; al BMKOPVCTOBYHOTLCS Y BUPOOHUYOMY
) PO3UYMHHMKOM NO 2 BMPOGHULTBO, Lseit npotieci A®l, abo 3miHa BUPOOHMKa
M/1Yy nonepegHs0 KOHTPO/Tb SIKOCTI, yapis/ (BKtOYaouKn, ge HeobxigHo, micue
3anoBHeHoOMy nepsuHHe Himey npoBeAeHHS KOHTPOS0 AKoCTi) AdDI
Lwnpuui nakyBaHHs YnHa (3a BigcyTHOCTI cepTudikara
(kapmenosa PO3UMHHMKA Ta Bi4MOBIAHOCTI EBpONENCHKil
HaTpito, MaHIT BTOPWHHE dhapmakonei y 3aTBepaKeHoMy
(E421), nakyBaHHsi TOTOBOIO focbe)(iHWi 3MiHK). JofaBaHHA

nosiokcamep 188,
BOAA ANS iH'EKLIN),
1lronkotwo 1a l
aflanTepom B
KapTOHHIA Kopo6Li

npoaykTy: A66oTT

Bionogxukanc b6.B.,
Hinepnanaw;

KOHTPO/Ib SIKOCTi 3a
BCiMa napameTpamu

3a BUK/THOYEHHAM
TecTy "bakTepianbHi

€HOOTOKCUHN",
nepBuHHE

MaKyBaHHS MOPOLLKY:

HosapTic
PapmactoTikan
MaHydhakTypiHr
'm6X, ABCTpis;

KOHTPO/Ib SKOCTi 3a
BCiMa MapameTpamu
3a BUK/IOYEHHAM
MOEKYIAPHOT Macu
nonimepy Ta Tecty
"BakTepiasibHi
€HA0TOKCUHK™:

HosapTic
dapmactoTikan
MaHyakTypiHr

aIbTepPHATVBHOI BUPOOHUYOT
LinbHUUI, BignoBiganbHOI 3a
BMPOGHULITBO BUXIHNX PEYOBUH
"Fmoc-Phenylglycin-OH", "Fmoc-
Hyp(Boc aminoethylcarbamoyl)-OH",
"Fmoc-Tyrosin(Bzl)-OH", wo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci akTUBHOI PeYOBUHU
nacupeoTugy, a came: Senn
Chemicals (Guido Senn Strasse 1,
Dielsdorf 8157, Switzerland).
[o[aTKOBO BHOCATLCS HE3HAYHI
3MiHM B LW/IAX CUHTE3Y BUXIQHNX
mMartepianis, ki He BNAMBaKOTb Ha
AKICTb Matepianis. 3miHu | Tuny -
3MiHM 3 skocTi. A®l. BUpoGHULTBO.
3MiHa BMpO6HIKa
BWXiHOro/NPOMiXHOro
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpO6HMKA
(BKtOYaouKn, ge HeobxigHo, micue
npoBeAeHHS KOHTPOS0 AKocCTi) AdDI
(3a BigcyTHOCTI cepTuchikata




150 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
m6X, ABCTpis; BiANOBIAHOCTI EBponeiichkili
BMPOGHMLITBO thapmakonei y 3aTBepKeHOMy
nopoluky in bulk gns pocbe)(iHWwi 3MiHN). JoaaBaHHSA
cycneHsii ansa aNbTepHaTVBHOI BUPOOHUYOT
iH'EKLLR: AOinbHUUI, BigNOBIgaNbHOI 3a
PEKOPJATI Al' Pea BVMPOGHMLTBO BMXiAHOT pEYOBUHU
[izizec bpaHu, "4_(Hydroxydiphenylmethyl) benzoic
LLsenuapis; acid", L0 BUKOPUCTOBYETLCS Y
KOHTPO/Tb SIKOCTI 3@ BUPOOHNYOMY MPOLLECi aKTUBHOI
NOKa3HNKOM peyoBMHM NacMpeoTnay, a came:
"BakTepiasibHi Shanghai Haoyuan Chemexpress
€HJO0TOKCUHMN": Ltd (Building No3, No1999,
EypodpiHc Bioghapma Zhangheng Road, 201203,
MpopakT TecTiHr Shanghai, China). 3miHu | Tuny -
MtioHix Fm6X, AZMiHiCTpaTMBHI 3MiHK. 3MiHa
HimeuuunHa; HallMeHyBaHHs Ta/abo agpecu micus
TepMiHasibHa NPOBaKEHHS AisS/IbHOCTI BUPOOHMKA
cTepunisauis (Bkntovaroun, 3a HeobXiAHOCTI, Micue
onakoHiB: CiHepaxu NpoBeZleHHsA KOHTPOSII0 AKOCTI), abo
Xenc JeHikeH AT, BacHuka mactep-gaina Ha Adl,
LLBeiuapis abo noctavasbHuka Ad®Il/BuxigHoro
mMartepiany/peareHTy/NpoMiKHOro
NpOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI A®I (SKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpoNechbkili
hapmakonei y 3aTBepKeHoMY
[ocCbe, ab0 BUPOOHMKA HOBOI
[0MOMIXHOT PEYOBUHM (SKLLLO
3a3HayeHo y A0Ccbe). 3MiHa Ha3Bu
BMPOGHWYOI AiNTbHNL,
BiANOBIAA/IbHOI 32 BUPOGHMLITBO
BMXiAHMX peyoBuH "Fmoc-Lys(Boc)-
OH", "Fmoc-Phg-OH", "Fmoc-
Tyr(Bzl)-OH", "Fmoc-Hyp(Boc-
aminoethylcarbamoyl)-OH".
Brpo6Huya ginbHuus, agpeca ta yci
BMPOGHMWUYI onepadii 3a/mwaTbes
He3MiHHUMK. [itova pepakuis: W.R.
Grace & Co.-Conn., USA.
lMponoHoBaHa pepakuisi: Lacamas
Laboratories, Inc., USA
121. | CIHMETOH nabumeto | HabymeT | MO1A | TabneTku, BKpUTI OPIrAHO OAE EBepTogxeH Jlaiidy IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/10667/01/01
ne OH X01 060/10HKO, N0 CUWH CaeHcus Jlimiteq mMatepianis: 3miHu | TUNY - 3MiHK peyenmom
500 wmr; no 10 JIAV®CA Loao 6e3nekn/edeKTMBHOCTI Ta




151 IIpopoBxeHHs
JopaTka 3

Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK
3acoby HernameH | peqosu c¢hopma, a BUPO6 HSA** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
Tabnetok y EHCUN3
6nictepi; no1a6o | (E® 3ETI)
no 3, abo no 10
6nictepiB y nayui 3
KapTOHY

PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
a BionycKy | mysaH | peecmpayiliHo

thapmakoHarnsgy. BeefieHHs abo
3MiHV A0 y3araslbHEHUX AaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO
cuctemy chapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0cobwu,
BiANOBIAA/ILHOI 3a 3iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT 0cobu
3 (papMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapmakoHarnaay B
YkpaiHi, AKLL0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobw,
BiANOBIAA/ILHOI 3a 3iicCHEHHS
hapmakoHarnagy (Bkiovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnsg,. Bunyyents
iHchopMawii LLoA0 KOHTaKTHOT 0co6K
3as1BHVIKa, BignoBigabHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHs1 MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSIbHOCTI 3 hapmakoHariagy.
IHais BHECEHHS 3MiH 40 peecTpaLiiHNX 3a UA/10667/01/02
mMatepianis: 3miHu | TUNY - 3MiHn peyenmom
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPO
cuctemy hapmakoHarnsagy, 3amiHa
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarnsgy B
YKpaiHi, AKLO0 BOHa BiAgMiHHA Bif,
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnagy (Bkiovarouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y

122. | CIHMETOH nabumeto | HabymeT | MO1A | TabneTku, BKpUTI OPIrAHO OAE EBepTogxeH Jlaiidy

ne OH X01 060/10HKOH0, MO CVH CaeHcus JlimiTeq

750 wmr; no 10 NIAV®CA

Tabnetoky EHCUN3
6nictepi; no 1 a6o | (E® 3ETI)
no 3, aéo no 10
6nicTepiB y nauui 3
KapToHY
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n/n

JliKapcbKO20
3acoby

Ha
HernameH
mosaHa
Has3sa*

MixxHapoo

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

123.

CIHMETOH

nabumeto

pO3MilLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnsg,. Bunyyenxs
iHchopMawii LLoA0 KOHTaKTHOT 0co6K
3as1BHVIKa, BignoBiganbHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHs1 MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSbHOCTI 3 hapmakoHariagy.

124.

CIHMETOH

ne

nabumeto

HabymeT
OH

HabymeT

TabneTkn, BKPUTI
060/10HKOH0, MO
500 wr; in bulk: no
1000 TabneTok y
naketax i3 ponbru
a/lOMiHIEBOT

OPTrAHO
CWH
NANSCA
€HCN3
(E® 3ET)

OAE

EBepTomxeH Jaiidy
CaeHcus JlimiTeq

IHais

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMatepianis: 3miHu | TUNY - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnsay
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPO
cuctemy hapmakoHarnsagy, 3amiHa
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarisgy B
YKpaiHi, AKLO0 BOHa BigMiHHA Bif,
yNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnagy (Bkiovarouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6w, BignoBigasIbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHchopmauii LLLOA0 KOHTaKTHOT 0cobK
3as1BHMKA, BiAMNOBIAA/IbHOI 32
3[jiCHEeHHSI hapmakoHarnsgy B
YKpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLle3Hax0oMKEHHSI MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa MicLs 34iiCHEHHS OCHOBHOT
AiSIbHOCTI 3 hapmakoHarisgy.

UA/10668/01/01

ne

OH

TabneTku, BKPUTI

060/10HKOHO, N0

OPTrAHO

CW/H

OAE

EBepTomxeH Nalid
CaeHcus Jimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux

marepianis: 3miHu | Tuny - 3miHn

UA/10668/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

750 wr; in bulk: no
1000 TabneTtok y
naketax i3 conbru
aloMiHiEBOT

NANDCA
€HCK3
(E® 3ET)

wofo 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemMy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX Mpo
cucTemMy chapmakoHarnsgy, 3amiHa
yMOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 (hapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi, AKLL0 BOHA BiAMIHHA Bif
yMNOBHOBaXeEHOI 0cobu,
BiANOBIAANIbHOI 3a 34iiCHEHHSA
thapmakoHarnsagy (Bko4aroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI
ocobw, BiANoBigaIbHOI 3a
dhapmakoHarnsag,. BunyyeHHs
iHbopMmaLii o0 KOHTaKTHOT 0co6U
3asBHVIKa, Bi4NOBiAaNbHOI 3a
3[jiCHeHHs1 hapmakoHarnsgy B
YKpaiHi Ta 1i KOHTaKTHUX JaHUX.
3MiHa MicLle3Hax0MKEHHSI MacTep-
haiina cuctemy hapmakoHarnagy.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI
AISNbHOCTI 3 hapmakoHarisay.

125.

TPECIBA®
DJIEKCTAY®

insulin
degludec

iHCYniH
Jernoge
K

A10AE
05

PO34MH AN
iH'ekuii 100
Of/mn; no3Mny
KapTpuaXi, SKnit
MiCTUTbCA Y
6araTof030Bil
0HOPAa3oBiii
Lnpu-pyYL; no 1
a60 no 5 wnpwy-
PYYOK Y KapTOHHiIl
Kopoo6Li

A/T Hoso
Hopgick

JaHis

Bupo6HuyTBO,
HanoBHEHHS B
NepBUHHY YNakoBKY
Ta KOHTPOJIb 6asnky.
BignosiganbHwuii 3a
Bunyck: A/T Hoso
Hopgick, JaHis;
KomnnektyBaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs FOTOBOrO
npoaykty. KoHTponb
SKOCTi 6anky
roTOBOrO NPOAYKTY
Ta KiHLEeBOoro
rOTOBOrO NPOAYKTY:
A/T Hoso Hopgick,

[OaHisa/
®paHy,
is

BHECEHHS 3MiH 0 peecTpaLiiiHnX
marepianis: 3miHu | TUny - 3miHK 3
SIKOCTi. [OTOBWMIA Nikapcbkuii 3acib.
Cuctema
KOHTelHep/3aKynopoBasibHKiA 3aci6.
3MiHa nocTavyasibHVKa nakyBaibHUX
Marepianis abo KOMMIEKTYOUNX
(AKW0 3a3HaYeHo B A0CLE) (3aMiHa
ab0 AofaBaHHA nMocTavasibHMKA).
BHeceHHs 3miH go p. 3.2.P.7.
Cucrema
KOHTeliHep/3akKynoptoBasibHWiA 3acib,
a came fofasaHHA Bect
dapmacboTikans MNMpogakrc
AlipneHg, N14., Kappikdepiw Poya,
Botepchopa, X91 RIV6, IpnaHgais
(West Pharmaceutical Products

3a
peyenmom

UA/14264/01/01




154 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
[aHis; BUpo6bHUK Ireland, Ltd. Carrickpherish Road,
Hepo3dacoBaHOro Waterford, X91 R9V6 Ireland), sik
npoAykTy, [oaartkoBoro nocravansHuka RTU
HanoBHEHHS B YepBoHoro nopLuHsa ((RTU) Rubber
NepPBUHHY YNakoBKy red plunger). Matepian 3 siKoro
Ta nepesipka AKOCTi BUrOTOB/AETLCS NOPLUEHD
npoAayKuii 6anky. 3anMwaeTbes 6e3 3MiH,
KoHTpOsb sIKOCTi cneuundikauis 6yae 6e3 3MiH Ta
3paskiB B MPOLECi npotec ctepunizauii 6yae Takox
BMpPOGHMLUTBA Ta eKBiBa/IEHTHUI. 3MiHU | TUNY - 3MiHK
npoaykuii bulk. 3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTposb AKoCTi Cuctema
roTOBOro NPOAYKTY. KOHTeliHep/3aKynoptoBasibHKii 3aci6.
KomnnektyBaHHA, 3miHa napameTpiB cneumdikawlii
MapKyBaHHA Ta Ta/abo [oNyCTUMUX MEX NEPBUHHOI
BTOPWHHE yNakoBKM rOTOBOrO NiKapCbKoro
nakyBaHHsl roTOBOIO 3aco6y (BW/TyYEHHST HE3HAYHOTO
NPOAYKTY. nokasHuka (Hanpuknag 3actapisnoro
BignoBiganbHuii 3a NoKasHUKa))
BWMNYyCK cepii: HoBo BunyyeHHA He3Ha4yHOro napameTpy,
Hopaick a came eKCTparoBaHWX BaXKKuNX
MpopatokcboH CAC, meTanis (Extractable heavy metals)
®paHuis 3i cneuyudikauii s nepBUHHOT
yMakoBKM (1aMiHOBaHa rymosa
npoknagka, ryMoBuii NOpLUEHb).
TakoX BHOCATbCA HE3HAYHI
pefakTopchki NpaBky B po3ain
3.2.P.7.
3MiHn | TURY - 3MiHK 3 SKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuii 3aci6.
3miHa napameTpiB cneuudikawlii
Ta/abo foMyCTUMUX MeX NePBUHHOI
yNakoBKM rOTOBOTrO NiKapCbKoro
3aco6y (BW/TyYEHHST HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisnoro
nokKasHuka)). BunyyeHHs
He3HayHoro napameTpy, a came
3aransHoi 30nu (Total ash) 3i
cneuudikaLiii 4na nepBUHHOI
ynakoBku (laMiHoBaHa rymosa
npoknazka, ryMoBuiA NOpPLUEHb).
TakoX BHOCATbCA He3HAYHi
pefakTopchki Npasky B po3ain
3.2.P.7.
126. | YNbTPABICT | iopromide nonpomi | VOBAB | po3ynH ans Baiiep Al | Himeyumn BMPOGHMLTBO Himey BHECEHHS 3MiH 10 peecTpaLinHnx 3a UA/1987/01/01
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Hassa*
370 il 05 iH'exUili Ta Ha npoaykuii in-bulk, ymHa/ mMartepianis: 3miHu | TUNy - 3MiHKN 3 peuenmom
iHcpysiin, 370 nepBuHHE IcnaHi akocTi. CepTtucpikat
mr/mn no 50 a6o nakyBaHHs, a BignoBigHocTi/lE-cepTudikat
100 mn 'y dpnakoHi; BTOPVHHE BiANOBIAHOCTI EBponeiichkili
no 1 dpnakoHy y nakyBaHHs, thapmakonei/moHorpadii. NMogaHHA
KapTOHHI navL; KOHTpO/b cepii, HOBOro abo OHOBMIEHOrO
no 500 mny BUNYCK cepii: baliep cepTudgpikaTa BignoBigHoOCTi a6o
chnakoHi; no 8 Al, HimeyuunHa; BW/yYEHHS cepTudikata
h1aKkoHiB y BMPOGHMLTBO BiANOBIAHOCTI EBpoNechbkili
KapTOHHIN nayi npoaykuii in-bulk, hapmakonei: gna A®l; ans
nepBuHHE BVXifHOTO
nakyBaHHs, matepiany/peareHTy/npomMiKHOro
BTOPWHHE NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
nakyBaHHs, BMPOGHMLTBI A®I; AN 4ONOMIXKHOI
KOHTpO/b cepii, pevoBuMHYM (cepTudiikat
BUNYyCK cepil: BiANOBIAHOCTI EBponeiichkili
Bepniveg, C.A,, thapmakonei) - OHOBMEHWA
Icnanis cepTudikaT Bif yxe 3aTBepAXeHOro
BUPOGHMKa - OHOBMEHWIA
cepTuddikaT Bif yXe 3aTBepAKEHOro
BMPOGHMKa - OHOBMeHuin CEP 2020
273 — Rev 01415 Al Big BXe
3aTBEPAKEHOro BUpo6HMKa Divi's
Laboratories Limited, Unit-1.

127. | ®AHIFC'AH Diclofenac | napauet | MO1A | Tabnetku, no 4 TOB YkpaiHa BMPOGHULITBO, IHpis/ BHECEHHS 3MiH 1O peecTpavLiitHnx 3a He UA/7260/01/01
, amon, B55 Tabnetkn y "KyCym™m" nepBuHHE YkpaiH martepianis: 3miuu | Tuny - peyenmom | nidssi2
combinatio | gukniod 6nictepi; no 25 nakyBaHHs, a AAMiHICTpaTBHI 3MiHW. 3MiHa ae
ns eHak 6nictepiB y BTOPUHHE HalimeHyBaHHs1 Ta/abo agpecu

HaTpitlo KapTOHHIM nakyBaHHs, 3as1BHMKa (BNnacHuKa
ynakosLi; no 10 KOHTPO/1b SIKOCTI, peecTpavuiiHOro NoCBIAYEHHS).
TabneToky BUMYCK cepil 3arsepaxeHo: TOB "TNIEAPAPM
6nictepi; no 10 abo NTA" (YxpaiHa, 02092, m. Knis,
6nictepiB y BMPOGHMLTBO [HinpoBcbKWii paiioH, Bynnusa Anva-
KapTOHHiiA npoaykuii in bulk: ATUHCbKa, 6yMHOK 58).
ynakoBLji KYCYM XENTXKEP 3anponoHoBaHo: TOB "KYCYM"

NBT NTA, IHAisA (YkpaiHa, 02092, micTo Kuis, By iMus
abo Anma-ATUHCbKa, 6yAMHOK 58).
KYCYM XENTXKEP BBegeHHs 3MiH NpoTSrom 12-tu
NBT NTA, IHais; MicALiB nicna 3aTBepmKeHHs. 3MiHU
BMPOGHMLITBO, | TMNy - AOMIHICTPaTWBHI 3MiHW.
nepBuHHE 3MiHa HaliMeHyBaHHs Ta/abo
nakyBaHHs, afpecun MicLis NPoBaKeHHs
BTOPUHHE LisiNIbHOCTI BUpo6HMKa/imnopTepa
nakyBaHHs, rOTOBOrO JIiKapCbKOro 3acoby,
KOHTPO/1b SIKOCTI, BK/1HOYA0UN AiNbHULI BUMYCKY cepil
BMNYCK cepil: a60 MicLie NpoBefiIeHHA KOHTPO/I0
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
TOB "KYCYM AKOCTI. (QiANbHICTb, 3a AKY
PAPM", YkpaiHa BiAMNoBiAa€e BUPOOHMK/imNopTep,
a6bo BK/1OUAK0UY BUMYCK CEPIid) - 3MiHa
TOB «KYCYM», HallMeHyBaHHs1 BUPOGHUKa, 6e3
YkpaiHa,; 3MiHM MicLs BUPOGHULTBA:
BTOPVHHE 3arsepgxeHo: TOB "TNIEAPAPM

nakyBaHHs, BUMYCK
cepii 3 npoAyKuji in
bulk:

TOB «KYCYM»,
YKpaiHa;
KOHTPO/Ib AKOCTI:
TOB «KYCYM»,
YkpaiHa

NTA", YkpaiHa. 3anpornoHoBaHo:
TOB "KYCYM", YkpaiHa. 3miHu
BHECEHO B po34in "Bupo6HuK" B
IHCTPYKLiO ANA MegU4HOro
3aCTOCYBaHHSA Yy 3B'A3KY 3i 3MiHOO
Ha3Bu BMpOGHMKa 3 TOB
«FTNEAPAPM NTA» Ha TOB
«KYCYM» 6e3 3miHn agpecu micus
NPOBaKEHHS AiS/ILHOCTI Ta K
HacnifokK - y TeKCT MapKyBaHHA
yMakoBKM NiKapCbKOro 3acoby.
BBefeHHs 3MiH npoTsarom 12-1n
MicALiB Nicnsa 3aTBepPMKEHHS. 3MiHU
| TMNy - 3MiHW 3 AKoCTi. FoTOBWUIA
nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3amiHa abo BBeAEHHSA
[04AaTKOBOT [iNbHULI BUPOBHMLTBA
AN 4acTUHK abo BCbOTO
BMPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (finbHUUA Ans
BTOPVHHOTO NMaKyBaHHS) - BBEAEHHS
[o0[aTkoBOro Bupo6bHuka TOB
«KYCYM», YKPAIHA 3a afipecoto:
08039, YkpaiHa, KniBcbka 06nacTb,
ByuaHcbkuii palioH, Makapiscbka
TepuTopiasibHa rpomaga, ceno
CesepuiHiBka, Byn. Mepemoru,
6yavHOK 2B, Lo 3gilicHioBaTMMeE
BTOPUHHE NakyBaHHS 3 MPOAYKL,i in
bulk, BUrotoBneHoi BUPOGHUKOM
KYCYM XENTXKEP MBT NTA /
KUSUM HEALTHCARE PVT LTD, 3
MeTOI0 ONTVMI3aLii BUpo6HMLTBA. Y
3B'A3KY 3 BBEA@HHAM [0 aTKOBOrO
BMpo6HMKa TOB «KYCYM»
[0[a€ETbCA 2 [0AaTKOBI TOProBeslbHi
ynakoBKkW. BBefileHHs 3MiH MPOTArom
12-t1 micAUiB Micnsa 3aTBEPMAXKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTiI.
OTOBWIA SliKapChbKMii 3aci6. 3MiHK Y




157 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3aco6y HenameH | pe4yosu chopma, a BUPO6 HST** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*

BMPOBGHULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJO SKOCTI

roToOBOro NikapcbKoro 3acoby
(3amiHa abo godaBaHHS AiNbHULI, HA

SKi 34iACHI0ETBCSA

KOHTPO/b/BUNPOBYBaHHSA cepil) -
BBE/eHHS 40AaTKOBOI AinbHuui TOB
«KYCYM» 3a agpecoto: 02149,
YkpaidHa, M. Kuis, npocnekt Mukonmn
BaxaHa, 38, Ha AKili 34ilicHI0ETbCA
KOHTPO/Ib AKOCTi. BBEAeHHS 3MiH
npoTArom 12-tu micsAuis nicns
3aTBEPKEHHS. 3MiHM | TMNY - 3MiHK
3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
3MiHW Y BUPOBHULTBI. 3MiHA
iMnopTepa/3aMiHu, Lo CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJO SKOCTI
roTOBOro NikapcbKoro 3acoby
(3amiHa abo fofaBaHHS BUPOOHMKA,
LLIO BignoBigae 3a BBe3eHHs Ta/abo
BMNycK cepii) - He BItovarouu
KOHTPO/b/BMNPOGYBaHHSA cepii -
BBe/leHHs J0AATKOBOrO BYPOOHMKA
TOB «KYCYM», YkpaiHa 3a
agpecoto: 08039, YkpaiHa, Kniscbka
06nacTb, ByyaHcbkuii paiioH,
MakapiBcbka TepuTopiasibHa
rpomaga, ceno CeBepyHiBka, By/I.
Mepemoru, 6yanHok 2B, o
3pjicHIOBaTUMeE BUMYCK cepil 3
npoaykuii in bulk, BurotosneHoi
BMpOoGHMKOM KYCYM XENTXKEP
MBT NTA4 / KUSUM HEALTHCARE
PVT LTD 3MiHM BHECEHO B PO34in
"Brpo6HuMK" Ta "MicLe3HaxoKeHHs
BMpOOHUKa Ta agpeca Mmicus
NPOBaKEHHS AOro AisNbHOCTI" B
IHCTpyKLUil0 4NS MeaNyYHOro
3acTOCyBaHHS y 3B'A3KY 3
BBEJEHHAM [04AaTKOBOr0 BUPOOHUKA
Ta AK HaCNifoK - 3aTBePKEHHA
TEKCTYy MapKyBaHHSA yNakoBKu
nikapcbKoro 3acoby ans
[08aTKOBOro BUpOOHWKa. BBeaeHHs
3MiH NpoTArom 12-tm micsuiB nicns
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JopaTka 3
Ne Ha3zsa MixxHapoo Hassa Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HuUK Kpaix PeecmpayitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKO20 Ha diroyoi ATX (nikapcbka 3asiBHUK a BionycKy | mysaH | peecmpayiliHo
3acoby HenameH | pe4osu ¢hopma, a BUPOG HsT** 20
mosaHa HU ynakoska) HUKa nocsioyeHHs1
Ha3sa*
3aTBEPMKEHHS.
128. | ®AHIFAH Diclofenac | napauet - Tabnetku, in bulk TOB Ykpaina Kycym Xentxkep IHais BHECEHHS 3MiH 40 peecTpaLiiHNX - UA/12274/01/01
, amon, Ne 880 (10x88) "KyCym™m" Met 14 marepianis: 3MiHu | Tuny -
combinatio | auknod Tabnetok: no 10 AfMiHICTpaTMBHI 3MiHW. 3MiHa
ns eHak Tabnetoky HaliMeHyBaHHA Ta/abo agpecun
HaTpito 6nictepi, no 88 3asBHMKa (BNnacHuKa
6nictepis y peecTpavLiiHoro NocBifg4YeHHs).
KapTOHHIM 3artBepgxeHo: TOB "TNIEAPAPM
Kopo6ui; in bulk Ne NTA" (YxpaiHa, 02092, m. Kuis,
7290 (10x729) [JHinpoBcbKuiA paiioH, Bynvusa Anma-
Tabnetok: no 10 ATWHCbKa, 6yANHOK 58).
Tabnetoky 3anponoHoBaHo: TOB "KYCYM"
6nictepi, no 729 (Ykpaina, 02092, micTo Kuis, Bynuus
6nictepiB y Anma-ATUHCbKa, 6yanHOK 58).
KapTOHHIA Kopo6Li BBefeHHA 3MiH NpoTArom 12-tm
(BMPOGHYK "Kycym MiCALIB MIiCNA 3aTBEPLYKEHHS.
Xentxkep MeT
NTg"/ CN-289 (A),
PIIKO Inpactpian
apea, YonaHki,
bxisagi, [icT.
Ansap
(PapxacTaH),
IHAis); in bulk: Ne
9000 (10x900)
Tabnetok: no 10
Tabnetoky
6nictepi, no 900
6nictepiB y
KapTOHHI Kopo6Li
(BMPOGHYK "Kycym
Xentxkep MeT
nra" 1 Mnot Ne
M-3, IHgop
Cneluen IKOHOMIK
3oyH, deiis-Il,
Mitamnyp, AicT.
[Oxap, Magxesa
Mpagew, MiH
454774, IHais)
129. | PNAMIAE3 - avknod MO2A renbno20r,30T, OPIrAHO OAE EHK 106 ETikans IHais BHECEHHS 3MiH 0 peecTpaLiiHnX 6e3 UA/12794/01/01
FENb eHaky A65 401 a60100r B CWH MpaiiBiT Mimiteq mMaTtepianis: 3miHu | TUNY - 3MiHK peyenma
agietmna namiHoBaHili Ty6i; NANDCA oo 6esnekn/edekTMBHOCTI Ta
MiH, no 1 Ty6i B EHCK3 thapmakoHarnsgy. BeegeHHs abo
mMeTwusnca KapTOHHI kopobui | (E® 3ET ) 3MiHW [0 y3ara/ibHeHWX JaHux npo
niumnar, cucTemy thapmakoHarnsgy
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

nesome
HTON

(BBEAEHHSA y3araslbHEHVX AaHUX NPO
cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOI 0cobwu,
BiANOBIAA/ILHOI 3a 3iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT 0cobu
3 (papMakoHarnagy 3asBHvka gns
3[jiCHEHHsI hapmakoHarnaay B
YkpaiHi, K0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOI 0cobwu,
BiANOBIAA/ILHOI 3a 3iicCHEHHSA
hapmakoHarnagy (Bkovarun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-thaiina cuctemu
hapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
hapmakoHarnsg,. Bunyyenxs
iHchopMawii LLOA0 KOHTaKTHOT 0co6K
3as1BHVIKa, BignoBiganbHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHsA MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSbHOCTI 3 hapmakoHariagy.

130.

P/IAMIAE3®

Diclofenac

combinatio
ns

napauet
amorn,
avknodg
eHak
Kanito
cepparTio
nentuga
3a

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0 iN
bulk: 2500
Tabnetoky
nakeTax i3 hosnbru
atoMiHIEBOT

OPTrAHO
CWH
NANSCA
€HCN3
(E® 3ET)

OAE

EBepTogxeH Jlaiidy
CaeHcms JlimiTes,
IHpia; Cara
NaiidpcaeHcmns
Nimiteq, IHAis

IHais

BHECEHHS 3MiH 40 peecTpaLiiHNX
mMatepianis: 3miHu | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarnsay
(BBEAEHHSA y3araslbHEHVX AaHUX NPO
cuctemy hapmakoHarnsagy, 3amiHa
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarnsgy B
YKpaiHi, AKLO0 BOHa BiAgMiHHA Bif,
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnagy (Bkiovarouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX YNIOBHOBaXKEHOT

UA/7062/01/01
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyoi
peyosu
HU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HuUK

Kpaix

BUPO6
HUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Pekna
mMyBaH
HsT**

Howmep
peecmpayitiHo
2o
nocsioYeHHs

ocobw, BignoBiganbHoOI 3a
thapmakoHarnsg,. Bunyyents
iHchopMawii LLoA0 KOHTaKTHOT 0co6K
3as1BHVIKa, BignoBigabHOI 3a
3[jiCHEeHHs hapmakoHarnsgy B
YkpaiHi Ta i KOHTaKTHUX AaHUX.
3MiHa MicLie3HaxoMKeHHs1 MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSIbHOCTI 3 hapmakoHariagy.

131.

P/IAMIAE3®

Diclofenac

combinatio
ns

napauet
amorn,
avknodg
eHak
Kanito
cepparTio
nentuga
3a

MO1A
B55

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO 10
Tabnetoky
6nictepi; no 1, abo
no 3, aéo no 10
6nictepiB y
KapTOHHI nayui

OPTrAHO
CWH
NANSCA
€HCN3
(E® 3ET)

OAE

EBepTogxeH Jaiidy
CaeHcus JlimiTes,
IHpia; Cara
NaiidpcaeHcns
Nimiteq, IHAis

IHais

BHECEHHS 3MiH 40 peeCcTpaLiiHNX
mMatepianis: 3miHu | TUNY - 3MiHn
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnisgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cucTemy thapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPO
cuctemy hapmakoHarnsagy, 3amiHa
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm
3 thapmakoHarnsgy 3assHuka ans
3iiCHEHHS hapmakoHarnsgy B
YKpaiHi, AKLO0 BOHa BigMiHHA Bif,
yNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA
chapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6w, BignoBigasIbHOI 3a
dhapmakoHarnsg,. BunyyeHHs
iHchopmauii LLLOA0 KOHTaKTHOT 0cobK
3as1BHMKA, BiANOBIAA/IbHOI 32
3[jiCHEeHHS hapmakoHarnsgy B
YkpaiHi Ta Il KOHTaKTHUX JaHUX.
3MiHa MicLle3HaxoMKEHHSI MacTep-
haiina cuctemu hapmakoHarnagy.
3MiHa MicLs 34iiCHEHHS OCHOBHOT
AiSIbHOCTI 3 hapmakoHarisgy.

3a
peyerimom

UA/7061/01/01

* gidnosidHo do iHghopmayii ogiyitiHozo calimy Lienmpy BOO3 no cnisrpayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)
**y pasi BHECEHHS 3MiH 00 IHCMPYKUIT Npo MeduyHe 3acmocyBaHHSs
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ITEPEJIIK

Hopnatok 4
Ao Haka3y MiHicTepcTBa 0X0poOHHI

3/10pOB’s Ykpainu «IIpo Jiep)XKaBHY
peecTpaniio  (mepepeectpariilo) JTiKapcbKUX
3acob6iB (MeanuHHUX iMyHoOGio/ToriuHNX
npenapariB) Ta  BHeCeHH 3MiH  [i0

peecTpaniiHiX MaTepiatiB»
Big 30 BepecHs 2026 poky Ne 1454

JIIKAPCBKIX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH /IO PEECTPAI[IMHNX MATEPIAJIIB

Ne Ha3ssa dopma sunycky 3asasHUK KpaiHa Bupo6Huk Kpaina rMiocmasa Mpoyedypa
n/n JliKapcbKo20
3acoby

1. BIAOPA TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka BUPOBHMK — Icnanis 3acigaHHa HTP BiaMOBUTY y 3aTBEpPAKEHHI - TEXHIYHA nomuska (3rigHo Hakaly MO3
NNiBKOBOKO Pecny6nika ATAIC ®APMA, C.N., Ne 36 Bif Big 23.07.2015 Ne 460) BunpaBneHHS TEeXHIYHWX MOMWIOK, 3rigHO
060/10HKo10, 3,0 IcnaHist (BUpobHUK, 10.09.2026 n.2.4. posginy VI Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
mr/0,03 mr no 28 SIKWIA BigNoBigae 3a pefakuii Hakazy MO3 YkpaiHu Big 23.07.2015 p Ne 460) -
TabneTok B 6nicTepi BTOPUHHE MaKyBaHHs); BUMpaBMIEHHS TEXHIYHOi momwikm y cneuuddikauii MKA 13 3a
(21 Tabnetka NABOPATOPIO NnoKasHNKoM «Onuc», JOMYLLEHOT Nifg Yac npoueaypy BHECEHHS 3MiH, a
XXOBTOrO KO/IbOpY Ta EUYEBAPHE, C.A,, came: npusefeHHs MKHA p[o opuriHanbHOT AoKyMeHTauii(po3gainu
7 TabneTok 6inoro IcnaHis (BUPO6GHUK, p.3.2.P.5.1 Creuudikauisa N3; p.3.2.P.5.2 AHaNiTU4HI MeETOAUKMN).
KONbopy); no 1 a6o SIKWIA BigNoBigae 3a BunpaBneHHs TexHIYHOT MoOMWUIIKK, 3rigHO N.2.4 po3ainy VI Hakasy MO3
no 3 6nictepu B Mikpob6ionoriyHe Ykpainu Bifg 26.08.2005p. Ne 426 (y pepakuii Hakasy MO3 YkpaiHu Big,
KapTOHHI Kopo6Li TecTyBaHHS); 23.07.2015 p Ne 460) He Bignosigae MaTepiasiam PeecTpauiiiHoro
Nab6opaTopioc JleoH [OCbE AKI 3HAXOAATbCA B apxiBi: OCKIMIbKM MPU BHECEHHI 3MiH 3
®apma, C.A., IcnaHis akocTi«[MpuBefeHHss MKA [o opuriHanbHOT JOKyMeHTauji», aki 6ynu
(MoBHWIA uyKN 3aTBepMkeHi Hakazom MO3 Ykpainu Big 15.01.2026 p. Ne 50, B
BUPOOHMLTBA); p.3.2.P.5.1 Creundiikauis N3 (Tabnetkn, BKPUTI NNIBKOBOIO
MAHAHTIAN 060/IOHKOKD XXOBTOrO KOMbOpy Ta Tabnetku, BKpUTI MNAIBKOBOK
IHTEIPA, C.JY., 060/10HKOW, 6isloro  konbopy (nnaue6o)) 3a nokasHWKoM «Onuc»
IcnaHist (BUpobHUK, iHtbopMmauis, Lo TabneTkn € «rnafgki» BiACyTHA. TexHiuHa nomuka He
AKWA Bignogigae 3a pekomeHAoBaHa [0 3aTBepKeHHs. 3anpornoHoBaHe 3asBHUKOM
BTOPWHHE NaKyBaHHS) BUNPAaB/IEHHSI A0 TEeKCTY IHCTPYKUii A1A MeAWYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3sgini «Jlikapcbka popma» (OCHOBHI (i3ukKo-
XiMiYHI BNaCTUBOCTI) WOAO0 Ao4aBaHHA iHhopmauii 4o onucy disnko-
XIMIYHMX BNACTMBOCTEN TabneTok, BKPUTKX NAIBKOBOKO 0BOJIOHKOID, He
Bignosigae apxiBHUM mMaTepianam [OCbE.
BunpaBneHHA  TEXHIYHOI  NOMWAKW  HE  peKoMeHgoBaHe Ao
3aTBEPKEHHS, OCKI/IbKU He Bignosigae n.2.4. po3giny VI Hakasy MO3
YkpaiHu Big, 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3 YkpaiHu Big

23.07.2015 Ne 460)
2. NAMPOHEKCT Kparnsi O4Hi, PO34uH, BIOCAVHC CnoBaubka PA®APM CA Ipeuis 3acigaHHa HTP BigmMoBUTM y 3aTBepMKeHHi - 3MiHM | Tuny - 3MiHWM LWOAO
KOMBI (50 mkr+5 mr)/mn; no reyn Pecny6nika Ne 36 Big 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. BeegeHHss abo 3miHW [0
2,5 My donakoHi- NABOPATO 10.09.2026 y3arasibHeHVWX faHux npo cucTemy dhapmakoHarnsgy (BBefeHHs
KpanenbHuuj; no 1 PI3 c.p.o. y3arasibHeHUX [aHux Mnpo cucTemy dpapmakoHarnsgy, 3miHa
dhNakoHy- YMOBHOBaXEHOT ocobu, BignoBigabHOT 3a 34iICHEHHS!
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycky

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

Miocmasa

Mpoyedypa

KpanenbHuUi y
KapTOHHI KopobLi

thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnisgy 3asiBHuKa Ans
3MjiCHEHHs dhapmakoHarnsagy B YKpaiHi, SKWO BOHa BiAMiHHA Bif
YNOBHOBaXEHOT ocobwu, BignoBigasIbHOT 3a 3[iiCHEHHS
thapmakoHarnsgy (BKIOYAUM  KOHTaKTHI  AaHi) Ta/abo 3MiHWM Y
po3milweHHi MacTep-chaiina cuctemn cpapmakoHarnsgy) (B.1.8. (a)
IAHN), OCKiNbKKN He BiA6ynocs 3MiH y cucteMi chapmakoHarnsgy HoBoro
3anBHVKa, a po3ginv "fioya pepakuis” Ta “lNponoHoBaHa pegakuis”
peecTpaLiiHoi popMU MICTATb iAEHTUYHY iHopMaL,ito

NONIAEKCA 3
DEHINTEDPUH
oM

cnpeii HasanbHWiA,
pO34mH; no 15 mny
hnakoHi 3
posnunioBayeM; no
1 donakoHy B
KapTOHHI KopobLi

Na6opaTopii

Bywapa
Pekopparti

PpaHLis

PEKOPIATI IJTAY
CAHAIBE TIK. A. C.,
TypeyuuHa;
Codpaprekc, PpaHuis

Typeuun
Ha/
PpaHuis

3acigaHHa HTP
Ne 36 Big
10.09.2026

BigmoBuTK y 3aTBepAKEHHI - TeXHIYHA nomwuska (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460), BUNpaBneHHs TEXHIYHOI MOMWUIIKK 3rigHO N.2.4.
po3ainy VI Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pesakuii
Hakazy MO3 Ykpainu Bif 23.07.2015 p Ne 460), B MeTOAAX KOHTPO/IHO
SIKOCTi 3a MoKa3HMKoM «Onuc» (LLOAO0 KOJIbOPOBOCTI) BIAMOBIAHO A0
Cneupdpikauii  MN3  (Ha BMNyck). 3a3HavyeHe BUNpPaBlEHHA He
pekoMeHAOBaHO [0  3aTBEPKEHHS,  OCKi/IbkKW  BCTAHOB/IEHO
HEBIAMNOBIAHICTE MK 3MICTOM 3asB/IEHOI Mpoueaypu Ta HagaHumu
npoekTamun 3miH go MKA /13. B 3micTi 3aaB/1eHoi npoueaypy 3asBfeHo
BUMPAB/IEHHA TEXHIYHOI MOMWIKA B MeTofaxX KOHTPO/IO SKOCTi 3a
nokasHukom  «Onuc»  (WoAO0  KOMbOPOBOCTI)  BignoBigHO Ao
Cneuudpikauii /13 (Ha BMNYCK), B TOI Yac, SK B HaAaHNX NPOEKTax 3MiH
fo MKA N3 nponoHoBaHa pefakuyis 3MiH BXe € odililiHo
3aTBEPKEHOI0, OKpPiM MoKasHMka «Onuc» (LWo[o KOMbOPOBOCTI).
HapaHi npoekt 3MiH He BiANOBIJaTb  (HaKTUYHOMY  CTaHy
aKTyasIbHOTO peecTpauiiHoro 10cke Ta CyTi 3asiB/IEHOI NpoLieaypu

HauanbHUK

dapmMaleBTUYHOr0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO
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